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PROPOSED  RULE  MAKING 


DEPARTMENT  OF  HEALTH,  EDU¬ 
CATION,  AND  WELFARE 

Social  Security  Administration 
[  20  CFR  Part  405  1 

[Regulations  No.  5] 

HEALTH  INSURANCE  PROGRAM  FOR 
AGED 

Conditions  of  Participation;  Hospitals 

Notice  is  hereby  given,  pursuant  to  the 
Administrative  Procedure  Act,  approved 
June  11,  1946,  that  the  regulations  set 
forth  in  tentative  form  below  are  pro¬ 
posed  by  the  Commissioner  of  Social 
Security,  with  the  approval  of  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare. 
The  proposed  regulations  (§  405.1001  et 
seq. )  relate  to  conditions  of  participation 
which  hospitals  are  required  to  meet  for 
purposes  of  participating  as  providers  of 
services  in  the  health  insurance  program 
for  the  aged.  These  conditions  of  par¬ 
ticipation  are  intended  to  provide  assur¬ 
ance  that  participating  hospitals  are  safe 
and  that  they  have  facilities  and  orga¬ 
nization  necessary  for  the  provision  of 
adequate  care.  A  hospital  which  meets 
the  statutory  requirements  of  the  law  and 
is  determined  to  be  in  substantial  com¬ 
pliance  with  the  prescribed  condtions 
may,  if  it  so  desires,  agree  to  become  a 
participating  hospital. 

Prior  to  the  final  adoption  of  the  pro¬ 
posed  regulations,  consideration  will  be 
given  to  any  data,  views,  or  arguments 
pertaining  thereto  which  are  submitted 
in  writing  in  duplicate  to  the  Commis¬ 
sioner  of  Social  Security,  Department  of 
Health,  Education,  and  Welfare  Build¬ 
ing,  Fourth  and  Independence  Avenue 
SW,  Washington,  D.C.,  20201,  within  a 
period  of  30  days  from  the  date  of  pub¬ 
lication  of  this  notice  in  the  Federal 
Register. 

The  proposed  Federal  Health  Insur¬ 
ance  for  the  Aged  regulations  are  to  be 
issued  under  the  authority  contained  in 
sections  1102, 1861  (e),  (f)  and  (g),  1864, 
and  1871,  49  Stat.  647,  as  amended,  79 
Stat.  314,  79  Stat.  316,  79  Stat.  326;  42 
U.S.C.  1302,  1395  et  seq. 

[seal]  Robert  M.  Ball, 

Commissioner  of  Social  Security. 

February  8,  1966. 

Approved:  February  8,  1966. 

Wilbur  J.  Cohen, 

Acting  Secretary  of  Health, 
Education,  and  Welfare. 

1.  Chapter  III,  Title  20,  is  amended  by 
adding  a  Subpart  J  of  new  Part  405  to 
read  as  follows: 

§  405.1001  General. 

(a)  In  order  to  participate  as  a  hos¬ 
pital  in  the  health  insurance  program 
for  the  aged,  an  Institution  must  be  a 
“hospital”  within  the  meaning  of  section 
1861(e)  of  the  Act.  This  section  of  the 
law  states  a  number  of  specific  require¬ 
ments  which  must  be  met  by  participat¬ 
ing  hospitals  and  authorizes  the  Secre¬ 
tary  of  Health,  Education,  and  Welfare 


to  prescribe  other  requirements  consid¬ 
ered  necessary  in  the  interest  of  health 
and  safety  of  beneficiaries. 

Section  1861.  For  purposes  of  this  title — 

•  •  *  ‘  •  • 

(e)  The  term  “hospital"  (except  for  pur¬ 
poses  of  section  1814(d),  subsection  (a)(2) 
of  this  section,  paragraph  (7)  of  this  sub¬ 
section,  and  subsections  (1)  and  (n)  of  this 
section)  means  an  Institution  which — 

(1)  Is  primarily  engaged  In  providing,  by 
or  under  the  supervision  of  physicians,  to  In¬ 
patients,  (a)  diagnostic  services  and  thera¬ 
peutic  services  for  medical  diagnosis,  treat¬ 
ment,  and  care  of  Injured,  disabled,  or  sick 
persons,  ;or  (b)  rehabilitation  services  for 
the  rehabilitation  of  injured,  disabled,'  or 
sick  persons; 

(2)  maintains  clinical  records  on  all 
patients; 

(3)  has  bylaws  in  effect  with  respect  to 
its  staff  of  physicians; 

(4)  has  a  requirement  that  every  patient 
must  be  under  the  care  of  a  physician; 

(5)  provides  24-hour  nursing  service  ren¬ 
dered  or  supervised  by  a  registered  profes¬ 
sional  nurse,  and  has  a  licensed  practical 
nurse  or  registered  professional  nurse  on 
duty  at  all  times; 

(6)  has  In  effect  a  hospital  utilization  re¬ 
view  plan  which  meets  the  requirements  of 
subsection  (k); 

(7)  In  the  case  of  an  Institution  In  any 
State  which  State  or  applicable  local  law 
provides  for  the  licensing  of  hospitals,  (a) 
is  licensed  pursuant  to  Buch  law  or  (b)  is 
approved,  by  the  agency  of  such  State  or 
locality  responsible  for  licensing  hospitals,  as 
meeting  the  standards  established  for  such 
licensing;  and 

(8)  meets  such  other  requirements  as  the 
Secretary  finds  necessary  In  the  Interest  of 
the  health  and  safety  of  Individuals  who  are 
furnished  services  In  the  Institution,  except 
that  such  other  requirements  may  not  be 
higher  than  the  comparable  requirements 
prescribed  for  the  accreditation  of  hospitals 
by  the  Joint  Commission  on  Accreditation  of 
Hospitals. 

(b)  The  requirements  included  in  the 
statute  and  those  additional  health  and 
safety  requirements  prescribed  by  the 
Secretary  are  set  forth  in  the  Conditions 
of  Participation  for  Hospitals.  A  hos¬ 
pital  which  meets  all  of  the  specific  stat¬ 
utory  requirements  and  which  is  found 
to  be  in  substantial  compliance  with  the 
additional  conditions  prescribed  by  the 
Secretary  may,  if  it  so  desires,  agree  to 
become  a  participating  hospital. 

(c)  Although  the  Secretary,  in  general, 
may  not  establish  requirements  that  are 
higher  than  the  comparable  require¬ 
ments  prescribed  for  accreditation  by 
the  Joint  Commission  on  Accreditation 
of  Hospitals,  he  may,  at  the  request  of 
a  State,  approve  higher  health  and 
safety  requirements  for  that  State.  Also, 
where  a  State  or  political  subdivision 
imposes  higher  requirements  on  institu¬ 
tions  as  a  condition  for  the  purchase  of 
services  under  a  State  plan  approved 
under  Title  I,  XVI,  or  XIX  of  the  Social 
Security  Act,  the  Secretary  is  required 
to  impose  like  requirements  as  a  condi¬ 
tion  to  the  payment  for  services  in 
such  institutions  in  that  State  or  sub¬ 
division.  Hospitals  currently  accred¬ 
ited  by  the  Joint  Commission  on  Ac¬ 
creditation  of  Hospitals  will  be  deemed 
to  meet  all  of  the  Conditions  for  Par¬ 
ticipation,  except  the  requirement  for 


utilization  review  and,  in  the  case  of 
tuberculosis  and  psychiatric  hospitals, 
the  additional  staffing  and  medical  rec¬ 
ords  requirements  considered  necessary 
for  the  provision  of  intensive  care.  Con¬ 
sequently,  a  JCAH  approved  general 
hospital  will  be  able  to  establish  eligi¬ 
bility  to  participate  by  furnishing  ade¬ 
quate  evidence  that  it  has  an  effective 
utilization  review  plan.  Ordinarily,  a 
written  description  of  the  plan  and  a 
certification  by  the  hospital  that  it  is 
either  currently  in  effect  or  that  it  will 
be  in  effect  on  July  1,  1966,  will  consti¬ 
tute  sufficient  evidence  to  support  a  find¬ 
ing  that  the  utilization  review  plan  of 
such  hospital  is  or  is  not  in  conformity 
with  statutory  requirements  for  such  a 
plan. 

§  405.1002  Conditions  of  participation; 
general. 

For  an  institution  to  be  eligible  for 
participation  in  the  program,  it  must 
meet  the  statutory  requirements  of  sec¬ 
tion  1861(e)  and  there  must  be  a  find¬ 
ing  of  substantial  compliance  on  the  part 
of  the  institution  with  all  the  other  con¬ 
ditions.  These  conditions  which  are  set 
forth  in  §  405.1020  through  §  405.1040 
are  requirements  related  to  the  quality 
of  care  and  the  adequacy  of  the  services 
and  facilities  which  the  institution  pro¬ 
vides.  They  represent  essential  func¬ 
tions  to  be  performed  by  the  institution 
and  its  staff  in  order  to  satisfy  the  re¬ 
quirements  for  participation.  It  will  not 
be  unusual  for  hospitals  to  differ  in  the 
manner  in  which  these  functions  are 
performed.  Variations  in  the  type  and 
size  of  hospitals  and  the  nature  and 
scope  of  services  offered  will  be  reflected 
in  differences  in  the  details  of  organiza¬ 
tion,  staffing,  and  facilities.  However, 
the  test  is  whether  there  is  substantial 
compliance  with  each  of  the  conditions. 

§  405.1003  Standards;  general. 

As  a  basis  for  a  determination  as  to 
whether  or  not  there  is  substantial  com¬ 
pliance  with  the  prescribed  conditions 
in  the  case  of  any  particular  hospital,  a 
series  of  standards,  almost  all  inter¬ 
preted  by  explanatory  factors,  are  listed 
under  each  condition.  These  standards 
represent  a  broad  range  and  variety  of 
activities  which  hospitals  may  under¬ 
take  or  be  pursuing  in  order  to  carry 
out  the  functions  embodied  in  the  con¬ 
ditions.  Reference  to  these  standards 
will  enable  the  State  agency  surveying 
a  hospital  to  document  the  activities  of 
the  hospital,  to  establish  the  nature  and 
extent  of  the  hospital’s  deficiencies,  if 
any,  with  respect  to  any  particular  func¬ 
tion,  and  to  assess  the  hospital’s  need 
for  improvement  in  relation  to  the  pre¬ 
scribed  conditions.  In  substance,  the 
application  of  the  standards,  together 
with  the  explanatory  factors,  will  indi¬ 
cate  the  extent  and  degree  to  which  a 
hospital  is  complying  with  each  condi¬ 
tion. 

§  405.1004  Certification  by  State  agency. 

(a)  The  Health  Insurance  for  the 
Aged  Act  provides  that  the  services  of 
State  agencies  operating  under  agree¬ 
ments  with  the  Secretary  will  be  used 
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by  the  Secretary  in  determining  whether 
institutions  meet  the  Conditions  of 
Participation.  Pursuant  to  these  agree¬ 
ments.  State  agencies  will  certify  to  the 
Secretary,  hospitals  which  are  found  to 
be  in  substantial  compliance  with  the 
conditions.  Such  certifications  shall  in¬ 
clude  findings  as  to  whether  the  facili¬ 
ties  and  services  of  the  hospital  substan¬ 
tially  meet  the  conditions.  The  Secre¬ 
tary,  on  the  basis  of  such  certifications 
from  the  State  agency,  will  determine 
whether  or  not  an  institution  is  a  hospi¬ 
tal  eligible  to  participate  in  the  health 
insurance  program  as  a  provider  of 
services. 

(b)  The  decisions  of  the  State  agency 
represent  recommendations  to  the  Secre¬ 
tary.  Notice  of  determination  of  eligi¬ 
bility  or  noneligibility  made  by  the  Sec¬ 
retary  on  the  basis  of  a  State  agency 
decision  will  be  sent  to  the  institution 
concerned  by  the  Social  Security  Admin¬ 
istration  after  such  review  and  profes¬ 
sional  consultation  with  the  Public 
Health  Service  as  may  be  required.  If  it 
is  determined  that  the  institution  does 
not  comply  with  the  conditions  of  partici¬ 
pation,  the  institution  has  a  right  to  ap¬ 
peal  from  such  determination  and  request 
a  hearing.  (For  procedures  relating  to 
hearings  and  judicial  review,  see  Sub¬ 
part  O  of  this  Part.) 

§  405.1005  Principle*!  for  the  evaluation 
of  hospital*  to  determine  whether 
they  meet  the  conditions  of  partici¬ 
pation. 

Hospitals  (except  tuberculosis  and  psy¬ 
chiatric  hospitals,  see  S  405.1036  et  seq.) 
will  be  considered  in  substantial  compli¬ 
ance  with  the  Conditions  of  Participation 
upon  acceptance  by  the  Secretary  of  find¬ 
ings,  adequately  documented  and  certi¬ 
fied  to  by  the  State  agency,  showing  that : 

(a)  The  hospital  is: 

(1)  Accredited  by  the  Joint  Commis¬ 
sion  on  Accreditation  of  Hospitals,  and 

(2)  Has  established  a  utilization  re¬ 
view  plan  meeting  the  statutory  require¬ 
ments  of  section  1861 (k)  and  such  plan 
is  in  effect  or  will  be  put  into  effect  no 
later  than  the  first  day  a  hospital  expects 
to  become  a  participating  provider  of 
services  (ordinarily  July  1, 1966) ,  or 

(b)  The  hospital  meets  the  specific 
statutory  requirements  of  section  1861(e) 
and  is  found  to  be  operating  in  accord¬ 
ance  with  all  Conditions  of  Participation 
with  no  significant  deficiencies,  or 

(c)  The  hospital  meets  the  specific 
statutory  requirements  of  section  1861(e) 
but  is  found  to  have  deficiencies  with  re¬ 
spect  to  one  or  more  Conditions  of  Par¬ 
ticipation  which : 

(1)  It  is  making  reasonable  plans  and 
efforts  to  correct,  and 

(2)  Notwithstanding  the  deficiencies, 
is  rendering  adequate  care  and  without 
hazard  to  the  health  and  safety  of  indi¬ 
viduals  being  served,  taking  into  account 
special  procedures  or  precautionary 
measures  which  have  been  or  are  being 
instituted. 

§  105.1006  Time  limitation*  on  certifi¬ 
cations  of  substantial  compliance. 

(a)  All  initial  certifications  by  the 
State  agency  to  the  effect  that  a  hospital 


is  in  substantial  compliance  with  the 
Conditions  of  Participation  will  be  for  a 
period  of  2  years,  beginning  with  July  1, 
1966,  or,  if  later,  with  the  date  on  which 
the  hospital  is  first  found  to  be  in  sub¬ 
stantial  compliance  with  the  Conditions. 
State  agencies  may  visit  or  resurvey  in¬ 
stitutions  where  necessary  to  ascertain 
continued  compliance  or  to  accommodate 
to  periodic  or  cyclical  survey  programs. 
A  State  finding  and  certification  to  the 
Secretary  that  an  institution  is  no 
longer  in  compliance  may  occur  within  a 
2 -year  or  subsequent  period  of  certifica¬ 
tion  and  will  thereby  terminate  the 
State’s  certification  as  to  compliance. 

(b)  If  a  hospital  is  certified  by  the 
State  agency  as  in  substantial  compli¬ 
ance  under  the  provisions  of  §  405.1005 

(c)  above,  the  following  information  will 
be  incorporated  into  the  finding  and  into 
a  notice  of  eligibility  to  the  hospital : 

(1)  A  statement  of  the  deficiencies 
which  were  found,  and 

(2)  A  description  of  progress  which 
has  been  made  and  further  action  which 
is  being  taken  to  remove  the  deficiencies, 
and 

(3)  A  scheduled  time  for  a  re-survey 
of  the  institution  to  be  conducted  not 
later  than  the  18th  month  (or  earlier, 
depending  on  the  nature  of  the  deficien¬ 
cies)  of  the  period  of  certification. 

§  405.1007  Denial  of  certification. 

The  State  agency  will  certify  that  an 
institution  is  not  in  compliance  with  the 
conditions  of  participation,  or,  where  a 
determination  of  eligibility  has  been 
made,  that  an  Institution  is  no  longer  in 
compliance  where : 

(a)  The  institution  is  not  in  compli¬ 
ance  with  one  or  more  of  the  statutory 
requirements  of  section  1861(e) ,  or 

(b)  The  institution  has  deficiencies  of 
such  character  as  to  seriously  limit  the 
capacity  of  the  institution  to  render 
adequate  care  or  to  place  health  and 
safety  of  Individuals  in  jeopardy,  and 
consultation  to  the  Institution  has  dem¬ 
onstrated  that  there  is  no  early  prospect 
of  such  significant  improvement  as  to 
establish  substantial  compliance  as  of  a 
later  beginning  date,  or 

(c)  After  a  previous  period  or  part 
thereof  for  which  the  institution  was 
certified  under  circumstances  outlined 
in  9  405.1005(c)  above,  there  is  a  lack  of 
progress  toward  a  removal  of  deficiencies 
which  the  State  agency  finds  are  ad¬ 
verse  to  the  health  and  safety  of  indi¬ 
viduals  being  served. 

(d)  If,  on  the  basis  of  a  State  agency 
certification,  it  is  determined  by  the  Sec¬ 
retary  that  the  hospital  no  longer  sub¬ 
stantially  meets  the  conditions  of  par¬ 
ticipation,  the  agreement  under  which 
the  hospital  participates  in  the  program 
may  be  terminated  after  reasonable 
notice  and  opportunity  for  a  hearing. 

§  405.1008  Criteria  for  determining 
•substantial  compliance. 

Findings  made  by  a  State  agency  as  to 
whether  a  hospital  is  in  substantial  com¬ 
pliance  with  the  Conditions  of  Participa¬ 
tion  require  a  thorough  evaluation  of  the 
degree  to  which  operation  of  a  hospital 
demonstrates  adequate  performance  of 


the  functions  which  are  embodied  in  the 
conditions.  The  State  evaluation  will 
take  into  consideration : 

(a)  The  degree  to  which  each  stand¬ 
ard,  as  well  as  the  total  set  of  standards 
relating  to  a  Condition  of  Participation, 
are  met ; 

(b)  When  there  is  a  deficiency  in 
meeting  a  standard,  whether  the  defi¬ 
ciency  is  one  concerning  the  statutory 
requirements  which  must  be  met  by  all 
hospitals  (section  1861(e) ) ; 

(c)  Whether  the  deficiency  creates  a 
serious  hazard  to  health  and  safety;  and 

(d)  Whether  the  hospital  is  making 
reasonable  plans  and  efforts  to  correct 
the  deficiency  within  a  reasonable  period. 

§  405.1009  Documentation  of  finding*. 

The  findings  of  the  State  agency  with 
respect  to  each' of  the  Conditions  of  Par¬ 
ticipation  should  be  adequately  docu¬ 
mented.  Where  the  State  agency  certi¬ 
fication  to  the  Secretary  is  that  an  in¬ 
stitution  is  not  in  compliance  with  the 
Conditions  of  Participation,  such  docu¬ 
mentation  should  include  a  report  of  all 
consultation  which  has  been  undertaken 
in  an  effort  to  assist  the  institution  to 
comply  with  the  conditions,  a  report  of 
the  institution’s  responses  with  respect 
to  the  consultation,  and  the  State  agen¬ 
cy’s  assessment  of  the  prospects  for  such 
improvements  as  to  enable  the  institu¬ 
tion  to  achieve  substantial  compliance 
with  the  conditions. 

§405.1010  Authorization  for  special 
certification  in  area*  where  necessary 
to  providing  access  to  hospital  care. 

(a)  Where,  by  reason  of  factors  such 
as  isolated  location  or  absence  of  suffi¬ 
cient  facilities  in  an  area,  the  denial  of 
eligibility  of  an  institution  to  participate 
would  seriously  limit  the  access  of  bene¬ 
ficiaries  to  participating  hospitals,  an 
institution  may,  upon  recommendation 
by  the  State  agency,  be  approved  by  the 
Secretary  as  a  provider  of  services.  Such 
approvals  will  be  granted  only  where 
there  are  no  deficiencies  of  such  char¬ 
acter  and  seriousness  as  to  place  health 
and  safety  of  individuals  in  jeopardy. 
An  institution  receiving  this  special 
approval  shall  furnish  information 
showing  the  extent  to  which  it  is  mak¬ 
ing  the  best  use  of  its  resources  to  im¬ 
prove  its  quality  of  care.  Re-surveys  of 
such  institutions  will  be  made  at  least 
annually. 

(b)  Each  case  will  have  to  be  decided 

on  its  individual  merits;  and  while  the 
degree  and  extent  of  compliance  will 
vary,  the  Institution  must,  as  a  mini¬ 
mum,  meet  all  of  the  statutory  condi¬ 
tions  in  section  1861(e)  (1)— (7) ,  in 

addition  to  meeting  such  other  require¬ 
ments  as  the  Secretary  finds  necessary 
under  section  1861(e)  (8)  of  the  Act. 

§  405.1011  Provision  of  emergency  serv¬ 
ices  by  nonparticipating  hospitals. 

An  institution  which  has  not  been  de¬ 
termined  by  the  Secretary  as  being  in 
compliance  with  all  of  the  Conditions, 
or  which  is  not  accepted  to  become  a 
participating  hospital  may,  nevertheless, 
be  paid  under  the  program  for  emer¬ 
gency  services  furnished  provided  it 
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meets  the  requirements  of  section 
1861(e)  (1).  (2),  (3).  (4),  (5),  and  (7) 
of  the  Act,  as  amended. 

§  405.1020  Conditions  of  participa¬ 
tion — compliance  with  State  and  lo¬ 
cal  laws. 

The  hospital  is  in  conformity  with  all 
applicable  State  and  local  laws. 

(a)  Standard.  The  hospital,  in  any 
State  in  which  State  or  applicable  local 
law  provides  for  the  licensing  of  hos¬ 
pitals,  is  (1)  licensed  pursuant  to  such 
law,  or  (2)  approved,  by  the  agency  of 
the  State  or  locality  responsible  for 
licensing  hospitals,  as  meeting  the  stand¬ 
ards  established  for  such  licensing. 

(b)  Standard.  Staff  of  the  hospital  is 
licensed  or  registered  in  accordance  with 
applicable  laws. 

(c)  Standard.  The  hospital  is  in  con¬ 
formity  with  laws  relating  to  fire  and 
safety,  to  communicable  and  reportable 
diseases,  to  postmortem  examinations, 
and  to  other  relevant  matters. 

§  405.1021  Conditions  of  participa¬ 
tion — Governing  body. 

The  hospital  has  an  effective  governing 
body  legally  responsible  for  the  conduct 
of  the  hospital  as  an  institution.  How¬ 
ever,  if  a  hospital  does  not  have  an 
organized  governing  body,  the  persons 
legally  responsible  for  the  conduct  of  the 
hospital  carry  out  the  functions  herein 
pertaining  to  the  governing  body. 

(a)  Standard.  The  governing  body 
has  adopted  bylaws  In  accordance  with 
legal  requirements.  The  factors  explain¬ 
ing  the  standard  are  as  follows: 

(1)  The  bylaws  are  in  writing  and 
available  to  all  members  of  the  govern¬ 
ing  body. 

(2)  The  bylaws: 

(i)  Stipulate  the  basis  upon  which 
members  are  selected,  their  term  of  office, 
and  their  duties  and  requirements: 

(ii)  Specify  to  whom  responsibilities 
for  operation  and  maintenance  of  the 
hospital,  including  evaluation  of  hospital 
practices,  may  be  delegated;  and  the 
methods  established  by  the  governing 
body  for  holding  such  Individuals 
responsible; 

(iii)  Provide  for  the  designation  of 
necessary  officers,  their  terms  of  office 
and  their  duties,  and  for  the  organization 
of  the  governing  body  into  essential 
committees ; 

(iv)  Specify  the  frequency  with  which 
meetings  will  be  held ; 

(v)  Provide  for  the  appointment  of 
members  of  the  medical  staff ;  and 

(vi)  Provide  mechanisms  for  the  for¬ 
mal  approval  of  the  organization,  bylaws, 
rules  and  regulations  of  the  medical  staff 
and  its  departments  in  the  hospital. 

(b)  Standard.  The  governing  body 
meets  at  regular,  stated  Intervals.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  Meetings  are  held  frequently 
enough  for  the  governing  body  to  carry 
on  necessary  planning  for  growth  and 
development  and  to  evaluate  the  conduct 
of  the  hospital,  including  the  care  and 
treatment  of  patients,  the  control,  con¬ 
servation  and  utilization  of  physical  and 
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financial  assets,  and  the  procurement 
and  direction  of  personnel. 

(2)  Minutes  of  meetings  reflect  perti¬ 
nent  business  conducted,  and  are  regu¬ 
larly  distributed  to  members  of  the 
governing  body. 

(c)  Standard.  The  governing  body 
appoints  committees.  There  should  be 
an  Executive  Committee  and  others  as 
indicated  for  special  purposes.  The  fac¬ 
tors  explaining  the  standard  are  as 
follows: 

(1)  The  number  and  types  of  commit¬ 
tees  appointed  are  consistent  with  the 
size  and  scope  of  activities  of  the  hospital. 

(2)  An  Executive  Committee,  or  the 
governing  body  as  a  whole,  coordinates 
the  activities  and  general  policies  of  the 
various  hospital  departments  and  special 
committees  established  by  the  governing 
body. 

(3)  Written  minutes  or  reports,  which 
reflect  business  conducted  by  the  Execu¬ 
tive  Committee,  are  maintained  for  re¬ 
view  and  analysis  by  the  governing  body. 

(4)  Other  committees,  Including  fi¬ 
nance,  joint  conference,  and  building 
and  maintenance,  function  in  a  manner 
consistent  with  their  duties  as  assigned 
by  the  governing  body  and  maintain 
written  minutes  or  reports  which  reflect 
the  enactment  of  such  duties.  If  such 
other  committees  are  not  appointed,  a 
member  or  members  of  the  governing 
body  assume  those  duties  normally  as¬ 
signed  to  such  committees. 

(d)  Standard.  The  governing  body 
has  established  a  formal  means  of  liaison 
with  the  medical  staff  by  a  joint  con¬ 
ference  committee  or  other  appropriate 
mechanism.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  A  direct  and  effective  method  of 
communication  with  the  medical  staff 
is  established  on  a  formal,  regular  basis, 
and  is  documented  in  written  minutes 
or  reports  which  are  distributed  to  desig¬ 
nated  members  of  the  governing  body 
“and  active  medical  staff. 

(2)  Such  effective  liaison  is  a  respon¬ 
sibility  of  the  Joint  Conference  Com¬ 
mittee,  the  Executive  Committee,  or 
designated  members  of  the  governing 
body. 

(e)  Standard.  The  governing  body 
appoints  members  of  the  medical  staff. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  A  formal  procedure  is  established, 
governed  by  written  rules  and  regula¬ 
tions,  covering  the  application  for  med¬ 
ical  staff  membership  and  the  method 
of  processing  application. 

(2)  The  procedure  related  to  the  sub¬ 
mission  and  processing  of  applications 
involves  the  administrator,  credentials 
committee  of  the  medical  staff  or  its 
counterpart,  and  the  governing  body,  all 
functioning  on  a  regular  basis. 

(3)  Selection  of  physicians  and  defi¬ 
nition  of  their  medical  privileges,  both 
for  new  appointments  and  reappoint¬ 
ments,  are  based  on  written,  defined 
criteria. 

(4)  Actions  taken  on  applications  for 
medical  staff  appointments  by  the  gov¬ 
erning  body  are  put  in  writing  and  re¬ 
tained. 


(5)  Written  notification  of  applicants 
is  made  by  either  the  governing  body  or 
its  designated  representative. 

(6)  Applicants  selected  for  medical 
staff  appointment  sign  an  agreement  to 
abide  by  the  rules,  regulations,  and 
bylaws  of  the  hospital. 

(7)  There  is  a  procedure  for  appeal 
and  hearing  by  the  governing  body  or 
other  designated  committee  if  the  appli¬ 
cant  or  medical  staff  feels  the  decision  is 
unfair  or  wrong. 

(f)  Standard.  The  governing  body 
appoints  a  qualified  hospital  administra¬ 
tor  or  other  chief  executive  officer.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  The  administrator  has  had  actual 
experience  of  a  suitable  kind,  nature  and 
duration  in  hospital  administration. 

(2)  Preferably  the  administrator  has 
had  formal  training  in  a  graduate  pro¬ 
gram  in  hospital  administration  ap¬ 
proved  by  the  Association  of  University 
Programs  in  Hospital  Administration. 

(g)  Standard.  The  administrator  acts 
as  the  executive  officer  of  the  governing 
body,  is  responsible  for  the  management 
of  the  hospital,  and  provides  liaison 
among  the  governing  body,  medical  staff, 
nursing  staff,  and  other  departments  of 
the  hospital.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  In  discharging  his  duties,  the  ad¬ 
ministrator  keeps  the  governing  body 
fully  informed  of  the  conduct  of  the  hos¬ 
pital  through  annual,  monthly,  or  writ¬ 
ten  reports  and  by  attendance  at  meet¬ 
ings  of  the  governing  body. 

(2)  The  administrator  organizes  the 
day-to-day  functions  of  the  hospital 
through  appropriate  departmentalization 
and  delegation  of  duties. 

(3)  The  administrator  establishes 
formal  means  of  accountability  on  the 
part  of  subordinates  to  whom  he  has  as¬ 
signed  duties. 

(4)  To  maintain  sufficient  liaison  be¬ 
tween  the  governing  body,  medical  and 
nursing  staffs  and  other  departments, 
the  administrator  holds  interdepartmen¬ 
tal  and  departmental  meetings,  where 
appropriate,  attends  or  is  represented  at 
such  meetings  on  a  regular  basis,  and 
reports  to  such  departments  as  well  as 
the  governing  body  the  pertinent  activi¬ 
ties  of  the  hospital. 

(5)  The  administrator  has  sufficient 
freedom  from  other  responsibilities  to 
permit  adequate  attention  to  the  man¬ 
agement  and  administration  of  the  hos¬ 
pital. 

(h)  Standard.  TTie  governing  body  is 
responsible  for  establishing  a  policy 
which  requires  that  every  patient  must 
be  under  the  care  of  a  physician.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  Patients  are  admitted  to  the  hos¬ 
pital  only  on  the  recommendation  of  a 
physician. 

(2)  A  member  of  the  house  staff  or 
other  physician  is  on  duty  or  on  call  at 
all  times  and  available  within  15  to  20 
minutes  at  the  most. 

(i)  Standard.  The  governing  body  is 
responsible  for  providing  a  physical  plant 
equipped  and  staffed  to  maintain  the 
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needed  facilities  and  services  for  patients. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  The  governing  body  receives  pe¬ 
riodic  written  reports  from  appropriate 
intramural  and  extramural  sources  about 
the  adequacy  of  the  physical  plant, 
equipment  and  personnel,  as  well  as  any 
deficiencies. 

(2)  A  member,  members,  or  committee 
of  the  governing  body  is  assigned  pri¬ 
mary  responsibility  for  this  aspect  in  the 
conduct  of  the  hospital. 

(3)  In  order  to  provide  a  suitable 
physical  plant  which  is  well -equipped  and 
staffed,  the  governing  body  is  responsible 
for  raising  funds  or  otherwise  arranging 
for  the  availability  of  funds,  adopting  a 
budget  for  the  Institution,  and  approving 
schedules  of  charges. 

§  405.1022  Conditions  of  participa¬ 
tion — Physical  environment. 

The  buildings  of  the  hospital  are  con¬ 
structed,  arranged,  and  maintained  to  in¬ 
sure  the  safety  of  the  patient,  and  provide 
facilities  for  diagnosis  and  treatment  and 
for  special  hospital  services  appropriate 
to  the  needs  of  the  community. 

(a)  Standard.  The  buildings  of  the 
hospital  are  solidly  constructed  with  ade¬ 
quate  space  and  safeguards  for  each  pa¬ 
tient.  The  factors  explaining  the  stand¬ 
ard  are  as  follows: 

(1)  The  physical  facility  has  current 
approvals  following  inspection  by  appro¬ 
priate  State  and/or  local  authorities. 

(2)  The  condition  of  the  physical 
plant  and  the  over-all  hospital  environ¬ 
ment  are  developed  and  maintained  in 
such  a  manner  that  the  safety  and  well¬ 
being  of  patients  are  assured. 

( 3 )  The  physical  plant  provides : 

(i)  Facilities  for  the  physical  separa¬ 
tion  of  all  isolation  patients,  particularly 
those  with  communicable  diseases,  and 
facilities  for  hand  washing  and  for  carry¬ 
ing  out  good  medical  and  nursing  isola¬ 
tion  techniques ; 

(ii)  Provides  proper  facilities  for  han¬ 
dling  contaminated  linens ; 

<iii)  Provides  adequate  floor  space 
per  bed;  in  the  absence  of  State  or  local 
requirements  regarding  space  per  bed, 
there  is  at  least  one  hundred  square  feet 
of  floor  area  per  bed  in  a  private  room 
and  eighty  square  feet  per  bed  in  multi¬ 
ple  patient  rooms; 

(lv)  Provides  facilities  for  emergency 
power  and  lighting  in  at  least  the  operat¬ 
ing,  recovery,  intensive  care,  and  emer¬ 
gency  rooms  and  stairwells;  in  all  other 
areas  not  serviced  by  the  emergency  sup¬ 
ply  source,  battery  lamps  and  flashlights 
are  available;  and 

(v)  Provides  facilities  for  emergency 
gas  and  water  supply. 

(4)  There  is  regular  inspection  and 
cleaning  of  air  intake  sources,  screens, 
and  filters,  with  special  attention  given 
to  “high  risk"  areas. 

(5)  Proper  facilities  are  maintained 
and  techniques  used  for  incineration  of 
infectious  wastes,  as  well  as  sanitary  dis¬ 
posal  of  all  other  wastes. 

<6)  Kitchens  and  dishwashing  facili¬ 
ties  located  outside  the  dietary  depart¬ 
ment  comply  with  the  standards  specified 
for  the  dietary  department. 


(7)  Corridors  and  passageways  are 
free  of  obstacles. 

(8)  A  person  is  designated  responsible 
for  services  and  for  the  establishment  of 
practices  and  procedures  in  each  of  the 
following  areas — plant  maintenance, 
laundry  operations,  and  the  supervision 
and  training  of  general  housekeeping 
personnel. 

(b)  Standard.  The  hospital  provides 
fire  protection  by  the  elimination  of  fire 
hazards;  the  installation  of  necessary 
safeguards  such  as  extinguishers,  sprin¬ 
kling  devices,  and  fire  barriers  to  insure 
rapid  and  effective  fire  control;  and  the 
adoption  of  written  fire  control  plans 
rehearsed  three  times  a  year  by  key  per¬ 
sonnel.  The  factors  explaining  the 
standard  are  as  follows : 

( 1 )  The  hospital  has : 

(1)  Written  evidence  of  regular  in¬ 
spection  and  approval  by  State  or  local 
fire  control  agencies ; 

(ii)  Fire-resistant  buildings,  and 
equipment  as  close  to  fireproof  as  possi¬ 
ble; 

(ill)  Stairwells  kept  closed  by  fire 
doors  or  equipped  with  unimpaired  auto¬ 
matic  closing  devices ; 

(iv)  Annual  check  of  fire  extinguishers 
for  type,  replacement,  and  renewal  dates; 

(v)  Sprinkler  systems  at  least  for 
trash  and  laundry  chutes,  paint  and  car¬ 
penter  shops,  and  most  storage  areas,  and 
fire  detection  equipment  for  bulk  storage 
areas; 

(vi)  Conductive  floors  with  the  re¬ 
quired  equipment  and  ungrounded  elec¬ 
trical  circuits  in  areas  subject  to  ex¬ 
plosion  hazards; 

(vii)  Proper  routine  storage  and 
prompt  disposal  of  trash; 

(viii)  “No  Smoking"  signs  promi¬ 
nently  displayed,  where  appropriate, 
with  rules  governing  the  ban  on  smoking 
and  designated  areas  of  the  hospital 
enforced  and  obeyed  by  all  personnel; 
and 

(ix)  Fire  regulations  prominently 
posted  and  all  fire  codes  rigidly  observed 
and  carried  out. 

(2)  Written  fire  control  plans  contain 
provisions  for  prompt  notification  of  all 
fires;  extinguishing  fires;  protection  of 
patients,  personnel  and  guests;  evacua¬ 
tion;  and  cooperation  with  fire  fighting 
authorities. 

(3)  There  are  rigidly  enforced  written 
rules  and  regulations  governing  proper 
routine  methods  of  handling  and  storing 
explosive  agents,  particularly  in  operat¬ 
ing  rooms  and  laboratories,  and  govern¬ 
ing  the  provision  of  oxygen  therapy. 

(c)  Standard.  The  hospital  provides 
a  sanitary  environment  to  avoid  sources 
and  transmission  of  infections.  The  fac¬ 
tors  explaining  the  standard  are  as  fol¬ 
lows: 

(1)  An  infection  committee,  composed 
of  members  of  the  medical  and  nursing 
staffs  and  administration,  is  established 
and  responsible  for  investigating,  con¬ 
trolling  and  preventing  infections  in  the 
hospital.  Its  responsibilities  include: 

(1)  The  establishment  of  written  in¬ 
fection  control  measures;  and 

(ii)  The  establishment  of  techniques 
and  systems  for  discovering  and  report¬ 
ing  infections  in  the  hospital. 


(2)  Written  procedures  govern  the  use 
of  aseptic  techniques  and  procedures  in 
all  areas  of  the  hospital. 

(3)  To  keep  infections  at  a  minimum, 
such  procedures  and  techniques  are  regu¬ 
larly  reviewed  by  the  infection  commit¬ 
tee,  particularly  those  concerning  food 
handling,  laundry  practices,  disposal  of 
environmental  and  patient  wastes,  traf¬ 
fic  control  and  visiting  rules  in  high  risk 
areas,  sources  of  air  pollution,  and  rou¬ 
tine  culturing  of  autoclaves  and  steri¬ 
lizers. 

(4)  There  is  a  method  of  control  used 
in  relation  to  the  sterilization  of  supplies 
and  water,  and  a  written  policy  requiring 
sterile  supplies  to  be  reprocessed  at  speci¬ 
fied  time  periods. 

(5)  Formal  provisions  are  made  to 
educate  and  orient  all  appropriate  per¬ 
sonnel  in  the  practice  of  aseptic  tech¬ 
niques  such  as  handwashing  and  scrub¬ 
bing  practices,  proper  grooming,  masking 
and  dressing  care  techniques,  disinfect¬ 
ing  and  sterilizing  techniques,  and  the 
handling  and  storage  of  patient  care 
equipment  and  supplies. 

(6)  There  are  measures  which  control 
the  indiscriminate  use  of  preventive 
antibiotics  in  the  absence  of  infection, 
and  the  use  of  antibiotics  in  the  presence 
of  infection  is  based  on  necessary  cul¬ 
tures  and  sensitivity  tests. 

(7)  Continuing  education  is  provided 
to  all  hospital  personnel  on  the  cause, 
effect,  transmission,  prevention,  and 
elimination  of  infections. 

(8)  A  continuous  process  is  enforced 
for  inspection  and  reporting  of  any  hos¬ 
pital  employee  with  an  infection  who  may 
be  in  contact  with  patients,  their  food  or 
laundry. 

(d)  Standard.  The  hospital  provides 
adequate  diagnostic  and  therapeutic  fa¬ 
cilities.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  Facilities  are  located  for  the  con¬ 
venience  and  safety  of  patients. 

(2)  Facilities  are  available  which  al¬ 
low  all  routine  preadmission,  admission 
and  discharge  procedures  to  be  done  as 
prescribed  by  the  medical  staff  in  bylaws, 
rules  and  regulations  of  the  hospital. 

(3)  Diagnostic  and  therapeutic  facil¬ 
ities,  supplies,  and  equipment  permit  an 
acceptable  level  of  patient  care  to  be  pro¬ 
vided  by  the  medical  and  nursing  staffs. 

(4)  The  extent  and  complexity  of  such 
facilities  are  determined  by  the  services 
that  the  hospital  attempts  to  offer. 

§405.1023  Condition  of  participation — 
Medical  staff. 

The  hospital  has  a  medical  staff  orga¬ 
nized  under  bylaws  approved  by  the  gov¬ 
erning  body,  and  responsible  to  the 
governing  body  of  the  hospital  for  the 
quality  of  all  medical  care  provided  pa¬ 
tients  in  the  hospital  and  for  the  eth¬ 
ical  and  professional  practices  of  its 
members. 

(a)  Standard.  The  medical  staff  is  re¬ 
sponsible  for  support  of  medical  staff  and 
hospital  policies.  The  factors  explaining 
the  standard  are  as  follows : 

(1)  Medical  staff  members  participate 
on  various  staff  committees.  Committee 
records  verify  that  committee  meetings 
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are  attended  by  the  majority  of  commit¬ 
tee  members. 

(2)  There  are  prescribed  enforced 
disciplinary  procedures  for  Infraction  of 
hospital  and  medical  policies. 

<b)  Standard.  The  medical  staff  at¬ 
tempts  to  secure  autopsies  in  all  cases  of 
unusual  deaths  and  of  medical-legal  and 
educational  interest.  It  is  recommended 
that  a  minimum  of  20  percent  of  all  ter¬ 
minal  cases  be  autopsied.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  The  hospital  has  an  autopsy  rate 
consistent  with  the  needs  of  its  ongoing 
staff  education  program. 

(2)  Autopsy  reports  are  distributed  to 
the  attending  physician  and  become  a 
part  of  the  patient’s  record.  Whenever 
possible,  they  are  utilized  in  conference. 

(3)  The  autopsy  is  performed  by  a 
pathologist  or  physician  versed  in  au¬ 
topsy  procedure  and  protocol. 

(c)  Standard.  The  medical  staff  has 
established  policies  concerning  the  hold¬ 
ing  of  consultations: 

(1)  The  status  of  consultant  is  deter¬ 
mined  by  the  medical  staff  on  the  basis 
of  an  individual’s  training,  experience, 
and  competence.  A  consultant  must  be 
well  qualified  to  give  an  opinion  in  the 
field  in  which  his  opinion  is  sought. 

(2)  Except  in  an  emergency,  con¬ 
sultations  with  another  qualified  phy¬ 
sician  are  required  in  cases  on  all  .  serv¬ 
ices  in  which,  according  to  the  judgment 
of  the  attending  physician:  (i)  The  pa¬ 
tient  is  not  a  good  medical  or  surgical 
risk,  (ii)  the  diagnosis  is  obscure,  (iii) 
there  is  doubt  as  to  the  best  therapeutic 
measures  to  be  utilized,  and  (iv)  there  is 
a  question  of  criminal  action. 

(3)  A  satisfactory  consultation  in¬ 
cludes  examination  of  the  patient  and 
the  record.  A  written  opinion  signed 
by  the  consultant  must  be  included  in 
the  medical  record.  When  operative 
procedures  are  involved,  the  consulta¬ 
tion  note,  except  in  an  emergency,  shall 
be  recorded  prior  to  operation. 

<4)  The  patient’s  physician  is  respon¬ 
sible  for  requesting  consultations  when 
indicated.  It  is  the  duty  of  the  medical 
staff,  through  its  chiefs  of  service  and 
executive  committee,  to  make  certain 
that  members  of  the  staff  do  not  fail  in 
the  matter  of  calling  consultants  as 
needed. 

(5)  Routine  procedures  such  as  an 
X-ray  examination,  electrocardiogram 
determination,  tissue  examination,  and 
proctoscopic  and  cystoscopic  procedures 
are  not  normally  considered  to  be 
consultations. 

(d)  Standards  Staff  appointments 
are  made  by  the  governing  body,  taking 
into  account  recommendations  made  by 
the  active  staff.  The  factors  explaining 
the  standard  are  as  follows : 

(1)  The  governing  body  has  the  legal 
right  to  appoint  the  medical  staff  and 
the  moral  obligation  to  appoint  only 
those  physicians  who  are  judged  by  their 
fellows  to  be  of  good  character  and  qual¬ 
ified  and  competent  in  their  respective 
fields. 

(2)  Reappointments  are  made  period¬ 
ically,  and  recorded  in  the  minutes  of  the 
governing  body.  Reappointment  policies 
provide  for  a  periodic  appraisal  of  each 


member  of  the  staff,  including  consid¬ 
eration  of  his  physical  and  mental  capa¬ 
bilities.  Recommendations  for  reap¬ 
pointments  are  noted  either  in  the 
credential  committee  or  medical  staff 
meetings’  minutes. 

(3)  Temporary  staff  privileges  (for 
example,  locum  tenens)  are  granted  for 
a  limited  period  if  the  physician  is  other¬ 
wise  properly  qualified  for  such. 

(e)  Standard.  Members  of  the  staff 
are  qualified  legally,  professionally,  and 
ethically  for  the  positions  to  which  they 
are  appointed.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  To  select  its  members  and  delin¬ 
eate  privileges,  the  hospital  medical  staff 
has  a  system,  based  on  definite  workable 
standards,  to  evaluate  each  applicant  by 
its  credentials  committee  (or  in  small 
hospitals,  committee-of-the-whole) 
which  makes  recommendations  to  the 
medical  staff  and  to  the  governing  body. 

(2)  Privileges  are  extended  to  duly 
licensed  qualified  physicians  to  practice 
in  the  appropriate  fields  of  general  prac¬ 
tice,  internal  medicine,  surgery,  pediat¬ 
rics,  obstetrics,  gynecology,  and  other 
recognized  and  accepted  fields  according 
to  individual  qualifications. 

(3)  Criteria  for  selection  are  individ¬ 
ual  character,  competence,  training,  ex¬ 
perience,  and  Judgment. 

(4)  Under  no  circumstances  is  the  ac¬ 
cordance  of  staff  membership  or  pro¬ 
fessional  privileges  in  the  hospital  de¬ 
pendent  solely  upon  certification,  fellow¬ 
ship,  or  membership  in  a  specialty  body 
or  society.  All  qualified  candidates  are 
considered  by  the  credentials  committee. 

(5)  The  scope  of  privileges  to  be  ac¬ 
corded  the  physician  is  Indicated.  The 
privileges  of  each  staff  member  are  spe¬ 
cifically  stated  or  the  medical  staff  de¬ 
fines  a  classification  system.  If  a  sys¬ 
tem  involving  classification  is  used,  the 
scope  of  the  divisions  is  well  defined,  and 
the  standards  which  must  be  met  by 
the  applicant  are  clearly  stated  for  each 
category. 

(f)  Standard.  Regardless  of  any  other 
categories  having  privileges  in  the  hos¬ 
pital,  there  is  an  active  staff,  properly 
organized,  which  performs  all  the  or¬ 
ganizational  duties  pertaining  to  the 
medical  staff.  These  Include: 

(1)  Maintenance  of  the  proper  quality 
of  all  medical  care  and  treatment  in  the 
hospital: 

(2)  Organization  of  the  medical  staff. 
Including  adoption  of  rules  and  regula¬ 
tions  for  its  government  (which  require 
the  approval  of  the  governing  body), 
election  of  its  officers  or  recommenda¬ 
tions  to  the  governing  body  for  appoint¬ 
ment  of  the  officers,  and  recommenda¬ 
tions  to  the  governing  body  upon  all  ap¬ 
pointments  to  the  staff  and  grants  of 
hospital  privileges;  and 

(3)  Other  recommendations  to  the 
governing  body  upon  matters  within  the 
purview  of  the  medical  staff. 

(g)  Standard.  In  larger  hospitals, 
and  in  some  smaller  hospitals,  the  med¬ 
ical  staff  may  include  one  or  more  of 
the  following  categories  in  addition  to 
the  active  staff,  but  this  in  no  way  modi¬ 
fies  the  duties  and  responsibilities  of  the 
active  staff. 


(1)  Honorary  staff.  The  honorary 
staff  is  composed  of  former  active  staff, 
retired  or  emeritus,  and  other  physicians 
of  reputation  whom  it  is  desired  to 
honor. 

(2)  Consulting  staff.  The  consulting 
staff  is  composed  of  recognized  special¬ 
ists  willing  to  serve  in  such  capacity.  A 
member  of  the  consulting  staff  may  also 
be  a  member  of  the  active  staff,  but  only 
if  the  two  appointments  are  made. 

(3)  Associate  staff.  The  associate  staff 
is  composed  of  those  members  who  use 
the  hospital  infrequently  or  those  less 
experienced  members  undergoing  a  pe¬ 
riod  of  probation  before  being  considered 
for  appointment  to  the  active  staff. 

(4)  Courtesy  staff.  The  courtesy  staff 
is  composed  of  those  who  desire  to  at¬ 
tend  patients  in  the  hospital  but  who, 
for  some  reason  not  disqualifying,  are 
ineligible  for  appointment  in  another 
category  of  the  staff. 

(h)  Standard.  There  are  such  officers 
as  may  be  necessary  tor  the  government 
of  the  staff.  These  officers  are  members 
of  the  active  staff  and  are  elected  by  the 
active  staff,  unless  this  is  precluded  by 
hospital  policy.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  The  officers  are  elected  from  and 
by  the  active  staff  or  appointed  in  ac¬ 
cordance  with  hospital  policy  on  the  ba¬ 
sis  of  ability  and  willingness  to  assume 
responsibility  and  devote  time  to  the  of¬ 
fice. 

(2)  Where  officers  are  elected,  all  elec¬ 
tion  rules  are  carefully  spelled  out  in  the 
bylaws.  The  election  is  an  open  one  and 
most  preferably  by  secret  ballot. 

(3)  The  chief  of  staff: 

(i)  Has  direct  responsibility  for  the  or¬ 
ganization  and  administration  of  the 
medical  staff,  in  accordance  with  the 
terms  of  the  medical  staff  constitution, 
bylaws,  rules,  and  regulations ; 

(ii)  In  all  medico-administrative  mat¬ 
ters,  acts  In  coordination  and  cooperation 
with  the  hospital  administrator  in  giving 
effect  to  the  policies  adopted  by  the 
governing  body;  and 

(iii)  Is  responsible  for  the  functioning 
of  the  clinical  organization  of  the  hos¬ 
pital  and  keeps  or  causes  to  be  kept  care¬ 
ful  supervision  over  the  clinical  work  in 
all  departments. 

(i)  Standard.  Bylaws  are  adopted  to 
govern  and  enable  the  medical  staff  to 
carry  out  its  responsibilities.  The  fac¬ 
tors  explaining  the  standard  are  as  fol¬ 
lows: 

( 1 )  The  bylaws  of  the  medical  staff  are 
a  precise  and  clear  statement  of  the  poli¬ 
cies  under  which  the  medical  staff  regu¬ 
lates  itself. 

(2)  Medical  staff  bylaws,  rules  and 
regulations  include  the  following: 

(i)  A  descriptive  outline  of  medical 
staff  organization; 

(ii)  A  statement  of  the  necessary  qual¬ 
ifications  which  physicians  must  possess 
to  be  privileged  to  work  in  the  hospital, 
and  of  the  duties  and  privileges  of  each 
category  of  medical  staff; 

(iii)  A  procedure  for  granting  and 
withdrawing  privileges  to  physicians; 

(It)  A  mechanism  for  appeal  of  de¬ 
cisions  regarding  medical  staff  member¬ 
ship  and  privileges; 
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(v)  A  definite  and  specific  statement 
forbidding  the  practice  of  the  division  of 
fees  under  any  guise  whatsoever; 

(vi)  Provision  for  regular  meetings  of 
the  medical  staff ; 

(vii)  Provision  for  keeping  accurate 
and  complete  clinical  records; 

(viil)  A  statement  to  the  effect  that 
the  physician  in  charge  of  the  patient  is 
responsible  for  seeing  that  all  tissue  re¬ 
moved  at  operation  is  delivered  to  the 
hospital  pathologist,  and  that  a  routine 
examination  and  report  is  made  of  such 
tissue; 

(ix)  Provision  for  routine  examina¬ 
tion  of  all  patients  upon  admission  and 
recording  of  preoperative  diagnosis  prior 
to  surgery ; 

(x)  A  ruling  permitting  a  surgical 
operation  only  on  consent  of  the  patient 
or  his  legal  representative,  except  in 
emergencies; 

(xi)  A  statement  providing  that,  ex¬ 
cept  in  emergency,  consultation  is  re¬ 
quired  as  outlined  above; 

(xli)  A  regulation  requiring  that 
physicians’  orders  be  recorded  and 
signed;  and 

(xiil)  If  dentists  and  oral  surgeons  are 
to  be  admitted  to  staff  membership,  the 
necessary  qualifications,  status,  privi¬ 
leges  and  rights  of  this  group  are  stated 
in  the  bylaws. 

(j)  Committees — General.  The  struc¬ 
ture  of  committee  organization  is  a  de¬ 
cision  to  be  made  by  the  medical  staff  as 
long  as  the  required  committee  functions 
are  carried  out.  A  small  staff  may  wish 
to  function  as  a  committee  of  the  whole. 
Others  may  wish  to  combine  committee 
functions  in  two  or  three  committees. 

(k)  Standard.  The  executive  com¬ 
mittee  (or  its  equivalent)  coordinates  the 
activities  and  general  policies  of  the 
various  departments,  acts  for  the  staff 
as  a  whole  under  such  limitations  as  may 
be  imposed  by  the  staff,  and  receives  and 
acts  upon  the  reports  of  the  medical 
records,  tissue,  and  such  other  commit¬ 
tees  as  the  medical  staff  may  designate. 
The  factors  explaining  the  standard  are 
as  follows: 

(l)  The  committee  meets  at  least  once 
a  month,  exclusive  of  the  summer 
months,  and  maintains  a  permanent 
record  of  its  proceedings  and  actions. 

(2)  Committee  membership  is  made 
up  of  the  officers  of  the  medical  staff, 
chiefs  of  major  departments  or  services, 
and  one  or  more  members  elected  at 
large  from  the  active  medical  staff. 

(3)  Its  functions  and  responsibilities 
include: 

(i)  Considering  and  recommending 
action  to  the  administrator  on  all  mat¬ 
ters  which  are  of  a  medical-administra¬ 
tive  nature; 

(ii)  Investigating  any  reports  of 
breach  of  ethics  by  members  of  the 
medical  staff,  as  referred  to  this  com¬ 
mittee  by  the  credentials  committee ;  and 

(ill)  Acting  as  the  program  commit¬ 
tee  for  staff  meetings,  unless  this  re¬ 
sponsibility  is  delegated  to  a  specific 
committee. 

(1)  Standard.  The  credentials  com¬ 
mittee  (or  its  equivalent)  reviews  appli¬ 
cations  for  appointment  and  reappoint¬ 
ment  to  all  categories  of  the  staff.  They 


delineate  the  privileges  to  be  extended  to 
the  applicant  and  make  appropriate 
recommendations  to  the  governing  body 
according  to  the  procedure  outlined  in 
the  hospital’s  medical  staff  bylaws.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  The  committee  makes  recommen¬ 
dations  for  initial  appointment,  hospital 
privileges,  promotions,  and  demotions. 

(2)  The  committee  is  advisory  and  in¬ 
vestigative  and  makes  recommendations 
only.  It  is  not  given  disciplinary  or 
punitive  powers. 

(m)  Standard.  The  joint  conference 
committee  (or  its  equivalent)  is  a 
medico-administrative  advisory  com¬ 
mittee  and  the  official  means  of  liaison 
among  the  medical  staff,  the  governing 
body,  and  the  administrator.  In  the 
absence  of  a  joint  conference  committee, 
a  formal  means  of  liaison  between  the 
governing  body  and  medical  staff  is 
established.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  A  formal  means  of  liaison  exists 
even  where  there  is  medical  staff  repre¬ 
sentation  on  the  governing  body. 

(2)  The  committee  meets  at  least  four 
times  per  year  and  maintains  a  perma¬ 
nent  record  of  its  minutes. 

(3)  Purposes  of  the  committee  include: 

(i)  Communications  to  keep  the  gov¬ 
erning  body,  medical  staff,  and  admin¬ 
istration  cognizant  of  pertinent  actions 
taken  or  contemplated  by  one  or  the 
other; 

(ii)  Consideration  of  plans  for  growth; 
and 

(ill)  Consideration  of  issues  affecting 
medical  care  which  arise  in  the  opera¬ 
tion  and  affairs  of  the  hospital. 

(n)  Standard.  The  medical  records 
committee  (or  its  equivalent)  supervises 
the  maintenance  of  medical  records  at 
the  required  standard  of  completeness. 
On  the  basis  of  documented  evidence,  the 
committee  also  reviews  and  evaluates 
the  quality  of  medical  care  given  the 
patient.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  committee  meets  at  least  once 
a  month  exclusive  of  the  summer 
months,  and  submits  a  written  report  to 
the  executive  committee. 

(2)  The  committee’s  members  repre¬ 
sent  a  cross  section  of  the  clinical  serv¬ 
ices.  In  large  hospitals,  each  major 
clinical  department  may  have  its  own 
committee. 

(3)  Membership  is  staggered  so  that 
experienced  committee  physicians  are 
always  included.  Senior  residents  may 
serve  on  this  committee. 

(4)  Review  of  the  record  for  complete¬ 
ness  can  be  performed  for  the  most  part 
by  the  medical  record  librarian.  In  ad¬ 
dition,  on-the-spot  scanning  of  current 
inpatient  records  for  completeness  is 
done  on  the  floors. 

(5)  The  quality  of  patient  care  is  eval¬ 
uated  from  the  documentation  on  the 
chart.  In  some  hospitals,  this  function 
may  be  given  to  an  “audit”  or  “evalua¬ 
tion”  committee. 

(6)  The  committee : 

(1)  Makes  recommendations  to  the 
medical  staff  for  the  approval  of,  use  of. 


and  any  changes  in  form  or  format  of 
the  medical  record ; 

(11)  Advises  and  recommends  policies 
for  medical  record  maintenance  and 
supervises  the  medical  records  to  Insure 
that  details  are  recorded  in  the  proper 
manner  and  that  sufficient  data  are  pres¬ 
ent  to  evaluate  the  care  of  the  patient; 

(ill)  Insures  that  there  is  proper  filing, 
indexing,  storage,  and  availability  of  all 
patient  records;  and 

(lv)  With  the  aid  of  legal  counsel,  ad¬ 
vises  and  develops  policies  to  guide  the 
medical  record  librarian,  medical  staff, 
and  administration  so  far  as  matters  of 
privileged  communication  and  legal  re¬ 
lease  of  information  are  concerned. 

(o)  Standard.  The  tissue  committee 
(or  its  equivalent)  reviews  and  evaluates 
all  surgery  performed  in  the  hospital  on 
the  basis  of  agreement  or  disagreement 
among  the  preoperative,  postoperative, 
and  pathological  diagnoses,  and  on  the 
acceptability  of  the  procedure  under¬ 
taken.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  committee  meets  at  least  once 
a  month,  exclusive  of  the  summer 
months,  and  submits  a  written  report  to 
the  executive  committee. 

(2)  This  committee’s  work  includes 
continuing  education  through  such 
mechanisms  as  utilization  of  its  findings 
in  the  form  of  hypothetical  cases  or 
review  of  cases  by  category  at  staff  meet¬ 
ings  or  publishing  in  coded  form  physi¬ 
cians’  standings  in  the  hospital  regard¬ 
ing  percentage  of  cases  in  which  normal 
tissue  is  removed. 

(p)  (1)  Standard.  Meetings  of  the 
medical  staff  are  held  to  review,  analyze, 
and  evaluate  the  clinical  work  of  its 
members. 

(1)  The  number  and  frequency  of 
medical  staff  meetings  are  determined  by 
the  active  staff  and  clearly  stated  in  the 
bylaws  of  the  staff. 

(ii)  Attendance  requirements  for  each 
individual  member  of  the  staff  and  for 
the  total  attendance  at  each  meeting 
are  clearly  stated  in  the  bylaws  of  the 
staff.  Attendance  records  are  kept. 

(ill)  Adequate  minutes  of  all  meetings 
are  kept. 

(lv)  The  method  adopted  to  insure 
adequate  evaluation  of  clinical  practice 
in  the  hospital  is  determined  by  the  med¬ 
ical  staff  and  clearly  stated  in  the  bylaws. 
Any  one  of  the  following  three  methods 
will  fulfill  this  requirement: 

(a)  Monthly  meetings  of  the  active 
staff; 

(b)  Monthly  departmental  confer¬ 
ences  in  those  hospitals  where  the  clini¬ 
cal  services  are  well  organized  and  each 
department  is  large  enough  to  meet  as  a 
unit;  and 

(c)  Monthly  meetings  of  the  medical 
records  and  tissue  committees  at  which 
the  quality  of  medical  work  is  ade¬ 
quately  appraised,  action  is  taken  by  the 
executive  committee,  and  reports  are 
made  to  the  active  staff. 

(2)  The  factors  explaining  the  stand¬ 
ard  are  as  follows : 

(i)  Absence  of  a  staff  member  from 
more  than  the  specified  percentage  of 
regular  meetings  for  the  year,  unless  ex- 
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cused  by  the  executive  committee  for 
just  cause  such  as  absence  from  the  com¬ 
munity  or  sickness,  is  considered  as  res¬ 
ignation  from  the  active  medical  staff. 

(ii)  Staff  and  departmental  meetings 
are  held  for  the  purpose  of  reviewing  the 
medical  care  of  patients  within  the  hos¬ 
pital  and  those  recently  discharged. 

(iii)  Minutes  of  such  meetings  give 
evidence  of  the  following: 

(a)  A  review  of  the  clinical  work  done 
by  the  staff  on  at  least  a  monthly  basis; 
this  includes  consideration  of  selected 
deaths,  unimproved  cases,  infections, 
complications,  errors  in  diagnosis,  re¬ 
sults  of  treatment,  and  review  of 
transfusions; 

(b)  Consideration  of  the  hospital 
statistical  report  on  admissions,  dis¬ 
charge,  clinical  classifications  of  pa¬ 
tients,  autopsy  rates,  hospital  infections, 
and  other  pertinent  hospital  statistics; 

(c)  Short  synopsis  of  each  case  dis¬ 
cussed; 

id)  Names  of  discussants;  and 

(e)  Duration  of  meeting. 

(q)  (1)  Standard.  Division  of  the 
staff  into  services  or  departments  to  ful¬ 
fill  medical  staff  responsibilities  pro¬ 
motes  efficiency  and  is  recommended  in 
general  hospitals  with  75  or  more  beds. 
Each  autonomous  service  or  department 
is  organized  and  functions  as  a  unit. 

(1)  Medical  staff  members  of  each 
service  or  department  are  qualified  by 
training  and  demonstrated  competence 
and  are  granted  privileges  commensurate 
with  their  individual  abilities. 

(ii)  The  chief  of  service  or  depart¬ 
ment  is  a  member  of  the  service  or  de¬ 
partment  qualified  by  training,  experi¬ 
ence,  and  administrative  ability  for  the 
position.  He  is  responsible  for  the  ad¬ 
ministration  of  the  department,  for  the 
general  character  of  the  professional 
care  of  patients,  and  for  making  recom¬ 
mendations  as  to  the  qualifications  of 
its  members.  He  also  makes  recom¬ 
mendations  to  the  administration  as  to 
the  planning  of  hospital  facilities,  equip¬ 
ment,  routine  procedures,  and  any  other 
matters  concerning  patient  care. 

(iii)  In  those  hospitals  where  the  re¬ 
view  and  evaluation  of  clinical  practice 
are  done  by  committees  of  the  medical 
staff  or  by  monthly  meetings  of  the  en¬ 
tire  staff,  departmental  meetings  are 
optional.  In  those  hospitals  where  the 
clinical  review  is  done  by  the  depart¬ 
ments,  each  service  or  department  meets 
at  least  once  a  month.  Records  of  these 
meetings  are  kept  and  become  part  of  the 
records  of  the  medical  staff. 

(2)  The  factors  explaining  the 
standard  are  as  follows:  (i)  Selection  of 
each  chief  of  service  by  the  governing 
body  is  never  made  without  first  obtain¬ 
ing  reliable  medical  advice. 

(ii)  Duties  and  responsibilities  of  the 
chief  include  in  addition  to  those  cited 
above: 

(a)  Responsibility  for  arranging  and 
expediting  inpatient  and  outpatient  de¬ 
partmental  programs  embracing  orga¬ 
nization,  educational  activities,  super¬ 
vision,  and  evaluation  of  the  clinical 
work  ; 

(b)  Responsibility  for  enforcement  of 
the  hospital  medical  staff  bylaws,  rules, 


and  regulations,  with  special  attention 
to  those  pertaining  to  his  department; 

(c)  Cooperation  with  the  hospital  ad¬ 
ministration  with  respect  to  the  pur¬ 
chase  of  supplies  and  equipment  and  in 
formulating  special  regulations  and 
policies  applicable  to  his  department, 
such  as  standing  orders  and  techniques; 

id)  Maintaining  the  quality  of  the 
medical  records  in  his  department;  and 
(e)  Representing  his  department,  in  a 
medical  advisory  capacity,  to  the  ad¬ 
ministration  and  governing  body. 

§  405.1024  Condition  of  participation — 
Nursing  department. 

The  hospital  has  an  organized  nursing 
department.  A  licensed  registered  pro¬ 
fessional  nurse  is  on  duty  at  all  times  and 
professional  nursing  service  is  available 
for  all  patients  at  all  times. 

(a)  Standard.  There  is  a  well-or¬ 
ganized  departmental  plan  of  adminis¬ 
trative  authority  with  delineation  of  re¬ 
sponsibilities  and  duties  of  each  category 
of  nursing  personnel.  The  delineation 
of  responsibilities  and  duties  for  each 
category  of  the  nursing  staff  may  be  in 
the  form  of  a  written  job  description  for 
each  category. 

(b)  (1)  Standard.  There  is  an  ade¬ 
quate  number  of  licensed  registered  pro¬ 
fessional  nurses  to  meet  the  following 
minimum  staff  requirements: 

(1)  Director  of  the  department; 

(ii)  Assistants  to  the  director  for  eve¬ 
ning  and  night  services ; 

(ill)  Supervisory  and  staff  personnel 
for  each  department  or  nursing  unit  to 
Insure  the  immediate  availability  of  a 
registered  professional  nurse  for  bedside 
care  of  any  patient  when  needed ;  and 
(lv)  Registered  professional  nurse  on 
duty  at  all  times  and  available  for  all 
patients  on  a  24-hour  basis. 

(2)  The  factors  explaining  the  stand¬ 
ard  are  as  follows:  (1)  The  staffing  pat¬ 
tern  insures  the  availability  of  registered 
professional  nursing  care  for  all  patients 
on  a  24-hour  basis  every  day. 

(ii)  If  a  licensed  practical  nurse  or 
nursing  aide  is  on  duty  during  the  eve¬ 
ning  and  night  hours  in  a  ward  with 
patiets  who  do  not  generally  need  skilled 
nursing  care,  there  is  a  registered  pro¬ 
fessional  nurse  supervisor  who  makes 
frequent  rounds  and  is  immediately  avail¬ 
able  to  give  skilled  nursing  care  when 
needed.  She  is  free  to  render  bedside 
care  and  is  not  occupied  in  the  operating 
room,  delivery  room,  or  emergency  room 
for  long  periods  of  time. 

(iii)  The  ratio  of  registered  profes¬ 
sional  nurses  to  patients  together  with 
the  ratio  of  registered  professional  nurses 
to  other  nursing  personnel  is  adequate 
to  provide  proper  supervision  of  patient 
care  and  staff  performance,  taking  into 
consideration  the  characteristics  of  the 
patient  load. 

(iv)  A  registered  professional  nurse 
assigns  the  nursing  care  of  each  patient 
to  other  nursing  personnel  in  accordance 
with  the  patient's  needs  and  the  prepa¬ 
ration  and  competence  of  the  nursing 
staff  available. 

(c)  Standard.  There  are  other  nurs¬ 
ing  personnel  in  sufficient  numbers  to 
provide  nursing  care  not  requiring  the 


service  of  a  registered  professional  nurse. 
The  training  and  supervision  of  these 
personnel  are  continually  planned  and 
carried  out  to  enable  them  to  perform 
effectively  the  duties  which  are  assigned 
to  them. 

(d)  Standard.  There  are  adequate 
nursing  personnel  for  the  surgical  suite, 
clinics,  and  other  services  of  the  hospital 
in  keeping  with  their  size  and  degree  of 
activity.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  A  registered  professional  nurse  is 
in  charge  of  the  operating  rooms. 

(2)  Surgical  technicians  and  licensed 
practical  nurses  may  be  permitted  to 
serve  as  “scrub  nurses”  under  the  direct 
supervision  of  a  registered  professional 
nurse;  they  are  not  permitted  to  func¬ 
tion  as  circulating  nurses  in  the  operat¬ 
ing  rooms. 

(e)  Standard.  Individuals  selected 
for  the  nursing  staff  are  qualified  by  ed¬ 
ucation,  experience,  and  demonstrated 
ability  for  the  positions  to  which  they 
are  appointed.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  Hie  director  of  nursing  makes  de¬ 
cisions  relative  to  the  selection  and  pro¬ 
motion  of  nursing  personnel  based  on 
their  qualifications  and  capabilities  and 
recommends  the  termination  of  employ¬ 
ment  when  this  1s  necessary. 

(2)  The  educational  and  experiential 
qualifications  of  the  director  of  nursing, 
her  assistants,  and  supervisors  are  com¬ 
mensurate  with  the  size  and  complexity 
of  the  hospital. 

(3)  The  functions  and  qualifications 
of  nursing  personnel  are  clearly  defined 
in  relation  to  the  duties  and  responsibili¬ 
ties  delegated  to  them. 

(4)  There  is  a  procedure  to  Insure  that 
hospital  nursing  personnel,  for  whom 
licensure  is  required,  do  have  valid  and 
current  licensure. 

(5)  Personnel  records  Including  ap¬ 
plication  forms  and  verification  of  cre¬ 
dentials  are  on  file. 

(6)  New  employees  are  oriented  to  the 
hospital,  nursing  service,  and  their  jobs. 

it)  Standard.  There  are  well  estab¬ 
lished  working  relationships  with  other 
services  of  the  hospital,  both  adminis¬ 
trative  and  professional.  Hie  factors 
explaining  the  standard  are  as  follows: 

(1)  Registered  professional  nurses 
confer  with  the  physicians  relative  to 
patient  care. 

(2)  Interdepartmental  policies  affect¬ 
ing  nursing  service  and  nursing  care  to 
patients  are  made  Jointly  with  the  di¬ 
rector  of  nursing. 

(3)  There  are  established  procedures 
for  scheduling  laboratory  and  X-ray 
examinations,  for  ordering,  securing,  and 
maintaining  supplies  and  equipment 
needed  for  patient  care,  for  ordering 
diets,  etc. 

(g)  Standard.  There  is  constant  re¬ 
view  and  evaluation  of  the  nursing  care 
provided  for  patients.  There  are  written 
nursing  care  procedures  and  written 
nursing  care  plans  for  patients.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  Nursing  care  policies  and  proce¬ 
dures  are  written  and  consistent  with 
generally  accepted  practice  and  are  re- 
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viewed  and  revised  as  necessary  to  keep 
pace  with  best  practice  and  new  knowl¬ 
edge. 

(2)  A  registered  professional  nurse 
plans,  supervises,  and  evaluates  the 
nursing  care  for  each  patient. 

(3)  Nursing  care  plans  are  kept  cur¬ 
rent  daily.  Plans  indicate  nursing  care 
needed,  how  it  is  to  be  accomplished, 
and  methods,  approaches  and  modifica¬ 
tions  necessary  to  insure  best  results  for 
the  patient. 

(4)  Nursing  notes  are  informative  and 
descriptive  of  the  nursing  care  given 
and  include  information  and  observa¬ 
tions  of  significance  so  that  they  con¬ 
tribute  to  the  continuity  of  patient 
care. 

(5)  Only  (i)  a  licensed  physician  or  a 
registered  professional  nurse  or  (11) 
under  the  direct  supervision  of  a  reg¬ 
istered  professional  nurse,  a  licensed 
practical  nurse,  a  student  nurse  In  an 
approved  school  of  nursing,  or  a  psy¬ 
chiatric  technician  are  permitted  to  ad¬ 
minister  medications,  and  In  all  In¬ 
stances,  In  accordance  with  the  Nurse 
Practice  Act  of  each  State. 

(6)  All  medical  orders  are  In  writing 
and  signed  by  the  physician.  Telephone 
orders  are  used  sparingly,  are  given  only 
to  the  registered  professional  nurse,  and 
are  signed  or  Initialed  by  the  physician 
as  soon  as  possible. 

(7)  Blood  transfusions  and  intrave¬ 
nous  medications  are  administered  In  ac¬ 
cordance  with  State  law.  If  adminis¬ 
tered  by  registered  professional  nurses, 
they  are  administered  only  by  those  who 
have  been  specially  trained  for  this  duty. 

(8)  There  Is  an  effective  hospital 
procedure  for  reporting  transfusion  re¬ 
actions  and  adverse  drug  reactions. 

(h)  Standard.  Meetings  of  the  reg¬ 
istered  professional  nursing  staff  are  held 
at  least  monthly  to  discuss  patient  care, 
nursing  service  problems,  and  adminis¬ 
trative  policies.  The  pattern  for  meet¬ 
ings  may  be  by  clinical  departments,  by 
categories  of  the  staff,  or  by  the  staff 
as  a  whole.  Minutes  of  all  meetings  are 
kept.  The  factors  explaining  the  stand¬ 
ard  are  as  follows: 

(1)  Minutes  reflect  the  purpose  of  the 
staff  meetings;  e.g.,  review  and  evalua¬ 
tion  of  nursing  care,  ways  of  Improving 
musing  service,  discussion  or  nursing 
care  plans  for  Individual  patients,  con¬ 
sideration  of  specific^  nursing  techniques 
and  procedures,  establishment  and/or 
interpretation  of  nursing  department 
policies,  interpretation  of  administra¬ 
tive  and  medical  staff  policies,  reports  of 
meetings,  etc. 

(2)  Minutes  are  available  to  staff 
members  either  Individually  or  are  main¬ 
tained  in  a  central  place. 

§  405.1025  Condition  of  participation — 
Dietary  department. 

The  hospital  has  an  organized  dietary 
department  directed  by  qualified  per¬ 
sonnel.  However,  a  hospital  which  has 
a  contract  with  an  outside  food  manage¬ 
ment  company  may  be  found  to  meet  the 
conditions  of  participation  If  the  com¬ 
pany  has  a  therapeutic  dietician  who 
serves,  as  required  by  scope  and  com¬ 
plexity  of  the  service,  on  a  full-time. 


part-time,  or  consultant  basis  to  the  hos¬ 
pital  and  provided  the  company  main¬ 
tains  the  minimum  standards  as  listed 
herein  and  provides  for  constant  liaison 
with  the  hospital  medical  staff  for  rec¬ 
ommendations  on  dietetic  policies  af¬ 
fecting  patient  treatment. 

(a)  Standard.  There  Is  an  organized 
department  directed  by  qualified  person¬ 
nel  and  integrated  with  other  depart¬ 
ments  of  the  hospital.  There  Is  a  quali¬ 
fied  dietician,  full-time  or  on  a  con¬ 
sultation  basis,  and,  in  addition, 
administrative  and  technical  personnel 
competent  In  their  respective  duties.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  There  are  written  policies  and 
procedures  for  food  storage,  preparation, 
and  service  developed  by  a  qualified 
dietician  (preferably  meeting  the  Ameri¬ 
can  Dietetic  Association’s  standards  for 
qualification). 

(2)  The  .  department  is  under  the 
supervision  of  a  qualified  dietician  who 
is  responsible  for  quality  food  production, 
service,  and  staff  education.  The  dieti¬ 
cian  serves  on  a  full-time  basis  if  possible 
or,  in  smaller  hospitals,  on  a  regular 
part-time  supervising  or  consulting 
basis. 

(3)  In  the  absence  of  a  full-time  dieti¬ 
cian,  there  is  a  qualified  person  serving 
as  full-time  director  of  the  department 
who  is  responsible  for  the  daily  manage¬ 
ment  aspects  of  the  department  and  the 
dietician  visits  the  hospital  at  intervals 
to  supervise  and  instruct  personnel. 

(4)  The  number  of  professional  dieti¬ 
cians  is  adequate  considering  the  size  of 
the  facility  and  the  scope  and  complexity 
of  dietary  functions. 

(5)  Supervisors,  other  than  dieticians, 
are  assigned  in  numbers  and  with  ability 
to  provide  a  satisfactory  span  of  control 
to  meet  the  needs  of  the  physical  facili¬ 
ties  and  the  organization  as  well  as  cover¬ 
age  for  all  hours  of  departmental  opera¬ 
tion. 

(6)  The  number  of  personnel,  such  as 
cooks,  bakers,  dishwashers,  and  clerks,  is 
adequate  to  perform  effectively  all  defined 
functions. 

(7)  Written  job  descriptions  of  all  die¬ 
tary  employees  are  available. 

(8)  There  is  an  inservice  training  pro¬ 
gram  for  dietary  employees  which  in¬ 
cludes  the  proper  handling  of  food  and 
personal  grooming. 

(b)  Standard.  Facilities  are  provided 
for  the  general  dietary  needs  of  the  hos¬ 
pital.  These  include  facilities  for  the 
preparation  of  special  diets.  Sanitary 
conditions  are  maintained  in  the  storage, 
preparation,  and  distribution  of  food. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  All  dietary  areas  are  appropriately 
located,  adequate  in  size,  well  lighted, 
ventilated  and  maintained. 

(2)  The  type,  size,  and  layout  of  equip¬ 
ment  provides  for  ease  of  cleaning,  opti¬ 
mal  work-flow  and  adequate  food  pro¬ 
duction  to  meet  the  scope  and  complexity 
of  the  regular  and  therapeutic  diet  re¬ 
quirements  of  the  patients. 

(3)  Equipment  and  work  areas  are 
clean  and  orderly.  Effective  procedures 
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for  cleaning  all  equipment  and  work 
areas  are  followed  consistently  to  safe¬ 
guard  the  health  of  the  patient. 

(4)  Lavatories  specifically  for  hand¬ 
washing,  including  hot  and  cold  running 
water,  soap  and  approved  disposable  tow¬ 
els,  are  conveniently  located  throughout 
the  department  for  use  by  food  handlers. 

(5)  There  are  procedures  to  control 
dietary  employees  with  infections  and 
open  lesions.  Routine  health  examina¬ 
tions  at  least  meet  local.  State,  or  Federal 
codes  for  food  service  personnel. 

(6)  The  dietary  department  is  rou¬ 
tinely  inspected  and  approved  by  State 
or  local  health  agencies  as  a  food  han¬ 
dling  establishment.  Written  reports  of 
the  inspection  are  on  file  at  the  hospital 
with  notation  made  by  the  hospital  ol 
action  taken  to  comply  with  recommen¬ 
dations. 

(7)  Dry  or  staple  food  items  are  stored 
at  least  12  inches  off  the  floor  in  a  ven¬ 
tilated  room  which  is  not  subject  to  sew¬ 
age  or  waste  water  back -flow,  or  con¬ 
tamination  by  condensation,  leakage, 
rodents  or  vermin. 

(8)  All  perishable  foods  are  refriger¬ 
ated  at  the  appropriate  temperature  and 
in  an  orderly  and  sanitary  manner. 

(9)  Foods  being  displayed  or  trans¬ 
ported  are  protected  from  contamination 
and  held  at  proper  temperatures  in  clean 
containers,  cabinets  or  serving  carts. 

(10)  Dishwashing  procedures  and  tech¬ 
niques  are  well  developed,  understood, 
and  carried  out  in  compliance  with  the 
State  and  local  health  codes  and  with 
periodic  check  on: 

(i)  Detergent  dispenser  operation; 

<ii)  Washing,  rinsing,  and  sanitizing 
temperatures  and  cleanliness  of  machine 
and  jets; 

(ill)  Routine  bacterial  counts  on 
dishes,  flatware,  glasses,  utensils  and 
equipment;  and 

(iv)  Thermostatic  controls. 

(11)  All  garbage  and  kitchen  refuse 
which  is  not  disposed  of  through  a  dis¬ 
posal  is  kept  in  leakproof  nonabsorbent 
containers  with  close  fitting  covers  and 
1s  disposed  of  daily  in  a  manner  that  will 
not  permit  transmission  of  disease,  a 
nuisance,  or  a  breeding  place  for  flies. 
All  garbage  containers  are  thoroughly 
cleaned  inside  and  out  each  time  emptied. 

(c)  Standard.  There  is  a  systematic 
record  of  diets,  correlated,  when  appro¬ 
priate,  with  the  medical  records.  The 
factors  explaining  the  standard  are  as 
follows : 

(1)  Therapeutic  diets  are  prescribed 
in  written  orders  on  the  chart  by  the 
physician  and  are  Instructive,  accurate, 
and  complete  as  possible;  for  example, 
bland  low  residue  diet  or,  if  a  diabetic 
diet  is  ordered,  the  exact  amounts  of 
carbohydrate,  protein,  and  fat  allowed 
are  noted. 

(2)  Nutrition  needs  are  met  in  accord¬ 
ance  with  the  current  Recommended 
Dietary  Allowances  of  the  Food  and  Nu¬ 
trition  Board,  National  Research  Coun¬ 
cil,  and  in  accordance  with  physician’s 
orders. 

(3)  The  dietician  has  available  an  up- 
to-date  manual  of  regimens  for  all  thera¬ 
peutic  diets,  approved  jointly  by  the 
dietician  and  medical  staff,  which  is 
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available  to  dietary  supervisory  person¬ 
nel.  Diets  served  to  patients  are  in  com¬ 
pliance  with  these  established  diet  prin¬ 
ciples. 

(4)  The  dietician  correlates  and  inte¬ 
grates  the  dietary  aspects  of  patient  care 
with  the  patient  and  patient’s  chart 
through  such  methods  as  patient  instruc¬ 
tion  and  recording  diet  histories  and  par¬ 
ticipates  appropriately  in  ward  rounds 
and  conferences,  sharing  specialized 
knowledge  with  others  of  the  medical 
team. 

(d)  Standard.  Departmental  and  in¬ 
terdepartmental  conferences  are  held 
periodically.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  director  of  dietetics  attends 
and  participates  in  meetings  of  heads  of 
departments  and  functions  as  a  key 
member  of  the  hospital  staff. 

(2)  The  director  of  dietetics  has  regu¬ 
larly  scheduled  conferences  with  the  ad¬ 
ministrator  or  his  designee  to  keep  him 
informed,  seek  his  counsel,  and  present 
program  plans  for  mutual  consideration 
and  solution. 

(3)  Conferences  are  held  regularly 
within  the  department  at  all  levels  of  re¬ 
sponsibility  to  disseminate  information, 
interpret  policy,  solve  problems,  and  de¬ 
velop  procedures  and  program  plans. 

§  405.1026  Condition  of  participation — 
Medical  record  department. 

The  hospital  has  a  medical  record  de¬ 
partment  with  administrative  responsi¬ 
bility  for  medical  records.  A  medical 
record  is  maintained,  in  accordance  with 
accepted  professional  principles,  for 
every  patient  admitted  for  care  in  the 
hospital. 

(a)  Standard.  A  medical  record  is 
maintained  for  every  patient  admitted 
for  care  in  the  hospital.  Such  records 
are  kept  confidential.  The  factors  ex¬ 
plaining  the  standard  are  as  follows : 

(1)  Only  authorized  personnel  have  ac¬ 
cess  to  the  record. 

(2)  Written  consent  of  the  patient  is 
presented  as  authority  for  release  of 
medical  information. 

(3)  Medical  records  generally  are  not 
removed  from  the  hospital  environment 
except  upon  subpoena. 

(b)  Standard.  Records  are  preserved, 
either  in  the  original  or  by  microfilm, 
for  a  period  of  time  not  less  than  that 
determined  by  the  statute  of  limitations 
in  the  respective  State. 

(c)  Standard.  Qualified  personnel 
adequate  to  supervise  and  conduct  the 
department  are  provided.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  Preferably  a  registered  medical 
record  librarian  heads  the  department. 
If  such  a  professionally  qualified  person 
is  not  in  charge  of  medical  records,  a 
qualified  consultant  or  trained  part-time 
medical  record  librarian  organizes  the 
department,  trains  the  regular  personnel, 
and  makes  periodic  visits  to  the  hospital 
to  evaluate  the  records  and  the  operation 
of  the  department. 

(2)  A  sufficient  number  of  regular  full¬ 
time  and  part-time  employees  are  avail¬ 
able  so  that  medical  record  services  may 
be  provided  as  needed.  In  some  hos¬ 
pitals  this  can  mean  around-the-clock 
coverage. 


(d)  Standard.  A  system  of  identifica¬ 
tion  and  filing  to  insure  the  prompt  lo¬ 
cation  of  a  patient’s  medical  record  is 
maintained.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  Index  cards  bear  at  least  the  full 
name  of  the  patient,  the  address,  the 
birthdate,  and  the  medical  record 
number. 

(2)  Piling  equipment  and  space  are 
adequate  to  house  the  records  and  fa¬ 
cilitate  retrieval. 

(3)  A  unit  record  is  maintained  so  that 
both  in-  and  out-patient  treatment  are 
in  one  folder. 

(e)  Standard.  All  clinical  information 
pertaining  to  a  patient’s  stay  is  central¬ 
ized  in  the  patient’s  record.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  The  original  of  all  reports  is  filed 
in  the  medical  record. 

(2)  All  reports  or  records  are  com¬ 
pleted  and  filed  within  a  period  consist¬ 
ent  with  good  medical  practice  and  not 
longer  than  15  days  following  discharge. 

(f)  Standard.  Records  are  indexed 
according  to  disease,  operation,  and  phy¬ 
sician  and  are  kept  up-to-date.  For  in¬ 
dexing,  any  recognized  system  may  be 
used.  The  factors  explaining  the  stand¬ 
ard  are  as  follows: 

(1)  As  additional  Indices  become  ap¬ 
propriate  due  to  advances  in  medicine, 
their  use  is  adopted. 

(2)  The  index  lists  on  a  card  (or  other 
systematic  record)  for  a  specific  disease 
or  operation,  according  to  a  recognized 
nomenclature,  all  essential  data  on  each 
patient  having  that  particular  condition. 
“Essential  data”  Includes  at  least  the 
medical  record  number  of  the  patient  so 
that  the  record  may  be  located.  All  con¬ 
ditions  for  which  the  patient  is  treated 
during  the  hospitalization  are  so  indexed. 

(3)  In  hospitals  using  automatic  data 
processing.  Indexes  may  be  kept  on  punch 
cards  or  reproduced  on  sheets  kept  in 
books. 

(4)  Diagnoses  and  operations  are  ex¬ 
pressed  in  terminology  which  describes 
the  morbid  condition  both  as  to  site  and 
etiological  factors  or  the  method  of 
procedure. 

(5)  Indexing  is  current  within  six 
months  following  discharge  of  the 
patient. 

(g)  (1)  Standard.  The  medical  rec¬ 
ords  contain  sufficient  information  to 
justify  the  diagnosis  and  warrant  the 
treatment  and  end  results.  The  medical 
records  contain  the  following  informa¬ 
tion: 

(1)  Identification  data. 

(ii)  Chief  complaint. 

(iii)  Present  illness. 

(iv)  Past  history. 

(v)  Family  history. 

<vi)  Physical  examination. 

(vii)  Provisional  diagnosis. 

(viii)  Clinical  laboratory  reports. 

(ix)  X-ray  reports. 

(x)  Consultations. 

(xi)  Treatment:  Medical  and  surgical. 

(xii)  Tissue  report. 

(xlii)  Progress  notes. 

(xiv)  Final  diagnosis. 

(xv)  Discharge  summary. 

(xvi)  Autopsy  findings. 


(2)  The  factors  explaining  the  stand¬ 
ard  are  as  follows: 

(i)  The  chief  complaint  includes  a  con¬ 
cise  statement  of  complaints  which  led 
the  patient  to  consult  his  physician  and 
the  date  of  onset  and  duration  of  each. 

(ii)  The  physical  examination  state¬ 
ment  includes  all  positive  and  negative 
findings  resulting  from  an  inventory  of 
systems. 

(iii)  The  provisional  diagnosis  is  an 
Impression  (diagnosis)  reflecting  the 
examining  physician’s  evaluation  of  the 
patient’s  condition  based  mainly  on 
physical  findings  and  history. 

(iv)  A  consultation  report  is  a  written 
opinion  signed  by  the  consultant,  includ¬ 
ing  his  findings  on  physical  examination 
of  the  patient. 

(v)  All  diagnostic  treatment  proce¬ 
dures  are  recorded  in  the  medical  record. 

(vi)  Tissue  reports  include  a  report 
of  microscopic  findings  if  hospital  reg¬ 
ulations  require  that  microscopic  exam¬ 
ination  be  done.  If  only  gross  examina¬ 
tion  is  warranted  a  statement  that  the 
tissue  has  been  received  and  a  gross 
description  are  made  by  the  laboratory 
and  filed  in  the  medical  record. 

(vii)  Progress  notes  give  a  chrono¬ 
logical  picture  of  the  patient’s  progress 
and  are  sufficient  to  delineate  the  course 
and  results  of  treatment.  The  condi¬ 
tion  of  the  patient  determines  the  fre¬ 
quency  with  which  they  are  made. 

(viii)  A  definitive  final  diagnosis  is 
expressed  in  terminology  of  a  recognized 
system  of  disease  nonmenclature. 

(ix)  The  discharge  summary  is  a  re¬ 
capitulation  of  the  significant  findings 
and  events  of  the  patient’s  hospitaliza¬ 
tion  and  his  condition  on  discharge. 

(x)  Autopsy  findings  in  a  complete 
protocol  are  filed  in  the  record  when  an 
autopsy  is  performed. 

(xl)  A  chronological  summary  of  the 
patient’s  record  is  maintained  in  the 
front  of  the  chart. 

(h)  Standard.  Only  members  of  the 
medical  staff  and  the  house  staff  are 
competent  to  write  or  dictate  medical 
histories  and  physical  examinations. 

(i)  Standard.  Records  are  authenti¬ 
cated  and  signed  by  a  licensed  physician. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  Every  physician  signs  the  entries 
which  he  himself  makes. 

(2)  A  single  signature  on  the  face  sheet 
of  the  record  does  not  suffice  to  authen¬ 
ticate  the  entire  record. 

(3)  In  hospitals  with  house  staff,  the 
attending  physician  countersigns  at  least 
the  history  and  physical  examination  and 
summary  written  by  the  house  staff. 

(j)  Standard.  Current  records  and 
those  on  discharged  patients  are  com¬ 
pleted  promptly.  The  factors  explaining 
the  standard  are  as  follows: 

(1)  Current  records  are  completed 
within  24-48  hours  following  admission. 

(2)  Records  of  patients  discharged  are 
complete  within  15  days  following  dis¬ 
charge. 

(3)  If  a  patient  is  readmitted  within 
a  month’s  time  for  the  same  condition, 
reference  to  the  previous  history  with 
an  interval  note  and  physical  examina¬ 
tion  suffices. 
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§  403.1027  Condition  of  participation — 
Pharmacy  or  drug  room. 

The  hospital  has  a  pharmacy  directed 
by  a  registered  pharmacist  or  a  drug 
room  under  competent  supervision. 
The  pharmacy  or  drug  room  is  admin¬ 
istered  in  accordance  with  accepted  pro¬ 
fessional  principles. 

(a)  Standard.  There  is  a  pharmacy 
directed  by  a  registered  pharmacist  or  a 
drug  room  under  competent  supervision. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  The  pharmacist  is  trained  in  the 
specialized  functions  of  hospital  phar¬ 
macy. 

(2)  The  pharmacist  is  responsible  to 
the  administration  of  the  hospital  for 
developing,  supervising,  and  coordinating 
all  the  activities  of  the  pharmacy  de¬ 
partment. 

(3)  If  there  is  a  drug  room  with  no 
pharmacist,  prescriptions  are  com¬ 
pounded  by  a  qualified  pharmacist  else¬ 
where,  and  only  storing  and  distribut¬ 
ing  are  done  in  the  drug  room.  A  con¬ 
sulting  pharmacist  assists  in  drawing 
up  the  correct  procedures,  rules,  and  reg¬ 
ulations  for  the  drug  room. 

(b)  Standard.  Facilities  are  provided 
for  the  storage,  safeguarding,  prepara¬ 
tion,  and  dispensing  of  drugs.  The  fac¬ 
tors  explaining  the  standard  are  as 
follows: 

(1)  Drugs  are  issued  to  floor  units  in 
accordance  with  approved  policies  and 
procedures. 

(2)  Drug  cabinets  on  the  nursing  units 
are  routinely  checked  by  the  pharma¬ 
cist.  All  floor  stocks  are  properly  con¬ 
trolled. 

(3)  There  is  adequate  space  for  all 
pharmacy  operations  and  the  storage  of 
drugs  at  a  satisfactory  location  provided 
with  proper  lighting,  ventilation,  and 
temperature  controls. 

(4)  If  there  is  a  pharmacy,  equipment 
is  provided  for  the  compounding  and  dis¬ 
pensing  of  drugs. 

(5)  Special  locked  storage  space  is  pro¬ 
vided  to  meet  the  legal  requirements  for 
storage  of  narcotics,  alcohol,  and  other 
prescribed  drugs. 

(c)  Standard.  Personnel  competent  in 
their  respective  duties  are  provided  in 
keeping  with  the  size  and  activity  of  the 
department.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  pharmacist  is  assisted  by  an 
adequate  number  of  additional  registered 
pharmacists  and  such  other  personnel  as 
the  activities  of  the  pharmacy  may  re¬ 
quire  to  insure  quality  pharmaceutical 
services. 

(2)  The  pharmacy,  depending  upon  the 
size  and  scope  of  its  operations,  is  staffed 
by  the  following  categories  of  personnel: 

(i)  Chief  pharmacist. 

(ii)  One  or  more  assistant  chief 
pharmacists. 

(ill)  Staff  pharmacists. 

<iv)  Pharmacy  trainees  (where  a  pro¬ 
gram  has  been  activated). 

(v)  Non-prof essionally  trained  phar¬ 
macy  helpers. 

(vi)  Clerical  help. 

(3)  Provision  is  made  for  emergency 
Pharmaceutical  services. 


(4)  If  the  hospital  has  only  a 
room,  a  designated  individual  (s)  has  re¬ 
sponsibility  for  its  operation. 

(d)  Standard.  Records  are  kept  of  the 
transactions  of  the  pharmacy  (or  drug 
room)  and  correlated  with  other  hospital 
records  where  indicated.  Such  special 
records  are  kept  as  are  required  by  law. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  The  pharmacy  establishes  and 
maintains,  in  cooperation  with  the  ac¬ 
counting  department,  a  satisfactory  sys¬ 
tem  of  records  and  bookkeeping  in  ac¬ 
cordance  with  the  policies  of  the  hospital 
for: 

(1)  Maintaining  adquate  control  over 
the  requisitioning  and  dispensing  of  all 
drugs  and  pharmaceutical  supplies. 

(ii)  Charging  patients  for  drugs  and 
pharmaceutical  supplies. 

(2)  A  record  of  the  stock  on  hand  and 
of  the  dispensing  of  all  narcotic  drugs  is 
maintained  in  such  a  manner  that  the 
disposition  of  any  particular  item  may 
be  readily  traced. 

(e)  Standard.  Policies  are  established 
to  control  the  administration  of  toxic  or 
dangerous  drugs  with  specific  reference 
to  the  duration  of  the  order  and  the 
dosage.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  medical  staff  has  established 
a  written  policy  that  all  toxic  or  danger¬ 
ous  medications,  not  specifically  pre¬ 
scribed  as  to  time  or  number  of  doses, 
will  be  automatically  stopped  after  a  rea¬ 
sonable  time  limit  set  by  the  staff. 

(2)  The  classifications  ordinarily 
thought  of  as  toxic  or  dangerous  drugs 
are  narcotics,  sedatives,  anticoagulants, 
and  antibiotics. 

(f)  Standard.  There  is  a  committee 
of  the  medical  staff  to  confer  with  the 
pharmacist  in  the  formulation  of  policies. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  A  pharmacy  and  therapeutics 
committee  (or  equivalent  committee), 
composed  of  physicians  and  pharmacists, 
is  established  in  the  hospital  and  serves 
as  the  liaison  between  the  medical  staff 
and  the  pharmacist. 

(2)  The  committee  assists  in  the  for¬ 
mulation  of  broad  professional  policies 
regarding  the  procurement,  distribution, 
use,  safety  procedures,  and  other  matters 
relating  to  drugs  in  hospitals. 

(3)  The  committee  performs  the  fol¬ 
lowing  specific  functions: 

(i)  Serves  as  an  advisory  group  to  the 
hospital  medical  staff  and  the  pharma¬ 
cist  on  matters  pertaining  to  the  choice 
of  drugs; 

(ii)  Develops  and  reviews  periodically 
a  formulary  or  drug  list  accepted  for  use 
in  the  hospital ; 

(ill)  Establishes  standards  concerning 
the  use  and  control  of  experimental 
drugs  and  research  in  the  use  of  rec¬ 
ognized  drugs; 

(iv)  Evaluates  clinical  data  concern¬ 
ing  new  drugs  or  preparations  requested 
for  use  in  the  hospital; 

(v)  Makes  recommendations  concern¬ 
ing  drugs  to  be  stocked  on  the  nursing 
unit  floors  and  by  other  services ;  and 


(vi)  Prevents  unnecessary  duplication 
in  stocking  the  same  basic  drug  and  its 
preparation. 

(4)  The  committee  meets  at  least 
quarterly  and  reports  to  the  executive 
committee  and  the  medical  staff. 

(g)  Standard.  Drugs  dispensed  are 
included  (or  approved  for  inclusion)  in 
the  United  States  Pharmacopoeia,  Na¬ 
tional  Formulary,  United  States  Homeo¬ 
pathic  Pharmacopoeia,  New  Drugs,  or 
Accepted  Dental  Remedies  (except  for 
any  drugs  unfavorably  evaluated  there¬ 
in)  ,  or  are  approved  for  use  by  the  phar¬ 
macy  and  drug  therapeutics  committee 
(or  equivalent  committee)  of  the  hos¬ 
pital  staff.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  pharmacist,  with  the  advice 
and  guidance  of  the  pharmacy  and  ther¬ 
apeutics  committee,  is  responsible  for 
specifications  as  to  quality,  quantity,  and 
source  of  supply  of  all  drugs. 

(2)  There  is  available  a  formulary  or 
list  of  drugs  accepted  for  use  in  the  hos¬ 
pital  which  is  developed  and  amended 
at  regular  intervals  by  the  pharmacy  and 
therapeutics  committee  (or  equivalent 
committee)  with  the  cooperation  of  the 
pharmacist  (consulting  or  otherwise) 
and  the  administration. 

(3)  The  pharmacy  or  drug  room  is 
adequately  supplied  with  preparations 
so  approved. 

§  405.1028  Condition  of  participation—— 
Laboratories. 

The  hospital  has  a  well  organized,  ade¬ 
quately  supervised  clinical  laboratory 
with  the  necessary  space,  facilities  and 
equipment  to  perform  those  services 
commensurate  with  the  hospital’s  needs 
for  its  patients.  Anatomical  pathology 
services  and  blood  bank  services  are 
available  either  in  the  hospital  or  by  ar¬ 
rangement  with  other  facilities. 

(a)  Standard.  Clinical  laboratory 
services  adequate  for  the  individual  hos¬ 
pital  are  maintained  in  the  hospital. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  The  extent  and  complexity  of  serv¬ 
ice  are  commensurate  with  the  size, 
scope,  and  nature  of  the  hospital,  and  the 
demands  of  the  medical  staff  upon  the 
laboratory. 

(2)  Basic  laboratory  services  necessary 
for  routine  examinations  are  available 
regardless  of  the  size,  scope,  and  nature 
of  the  hospital. 

(3)  Necessary  space,  facilities  and 
equipment  to  perform  both  the  basic 
minimum  and  all  other  services  are  pro¬ 
vided  by  the  hospital. 

(4)  All  equipment  is  in  good  working 
order,  routinely  checked,  and  precise  in 
terms  of  calibration. 

(b)  Standard.  Provision  is  made  to 
carry  out  adequate  clinical  laboratory 
examinations  including  chemistry,  mi¬ 
crobiology,  hematology,  serology,  and 
clinical  microscopy.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  Some  or  all  of  these  services  may 
be  provided  under  arrangements  by  the 
hospital  with  a  laboratory  which  is  certl- 
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fled  to  provide  these  services  for  the 
Health  Insurance  for  the  Aged  Program. 

(2)  In  the  case  of  work  performed  by 
an  outside  laboratory,  the  original  report 
from  this  laboratory  is  contained  in  the 
medical  record. 

(c)  Standard.  Facilities  and  services 
are  available  at  all  times.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  Adequate  provision  is  made  for  as¬ 
suring  the  availability  of  emergency 
laboratory  services,  either  in  the  hos¬ 
pital  or  under  arrangements  with  a  lab¬ 
oratory  which  is  certified  for  participa¬ 
tion  in  the  Health  Insurance  for  the 
Aged  Program.  Such  services  are  avail¬ 
able  24  hours  a  day,  7  days  a  week,  in¬ 
cluding  holidays. 

(2)  Where  services  are  provided  by  an 
outside  laboratory,  the  conditions,  pro¬ 
cedures,  and  availability  of  work  done  are 
in  writing  and  available  in  the  hospital. 

(d)  Standard.  Personnel  adequate  to 
supervise  and  conduct  the  services  pro¬ 
vided.  The  factors  explaining  the  stand¬ 
ard  are  as  follows: 

(1)  Services  are  under  the  supervision 
of  a  physician  with  training  and  experi¬ 
ence  in  clinical  laboratory  services  or  a 
laboratory  specialist  qualified  by  a  doc¬ 
toral  degree. 

(2)  The  laboratory  does  not  perform 
procedures  and  tests  which  are  outside 
the  scope  of  training  of  the  laboratory 
personnel. 

(3)  There  is  a  sufficient  number  of 
clinical  laboratory  technologists,  prefer¬ 
ably  registered  by  the  American  Society 
of  Clinical  Pathology,  to  promptly  and 
proficiently  perform  the  tests  requested 
of  the  laboratory. 

(e)  Standard.  Routine  examinations 
required  on  all  admissions  are  determined 
by  the  medical  staff.  These  Include  at 
least  a  urinalysis  and  a  hemoglobin  or 
hematocrit.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  Required  tests  upon  admission,  as 
approved  by  the  medical  staff,  are  con¬ 
sistent  with  the  scope  and  nature  of  the 
hospital. 

(2)  The  required  list  of  tests  is  in  writ¬ 
ten  form  and  available  to  all  members  of 
the  medical  staff. 

(f)  Standard.  Signed  reports  are  filed 
with  the  patient’s  medical  record  and 
duplicate  copies  kept  in  the  department. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  The  laboratory  director  is  respon¬ 
sible  for  the  laboratory  report. 

(2)  A  copy  of  the  clinical  laboratory 
report  is  signed  by  the  technologist. 

(3)  There  is  a  procedure  for  assuring 
that  all  requests  for  tests  are  ordered  and 
signed  by  a  physician. 

<g)  Standard.  Services  of  a  pathol¬ 
ogist  are  provided  as  indicated  by  the 
needs  of  the  hospital.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  Services  are  under  the  direct  su¬ 
pervision  of  a  pathologist  on  a  full-time, 
regular  part-time  or  regular  consultative 
basis.  If  the  latter  pertains,  the  hospital 
provides  for,  at  a  minimum,  monthly 
consultative  visits  by  a  pathologist. 

(2)  The  pathologist  participates  in 
staff,  departmental  and  clinico pathologic 
conferences. 


(3)  The  pathologist  is  responsible  for 
the  qualifications  of  his  staff  and  their 
inservice  training. 

(h)  Standard.  All  tissues  removed  at 
operation  are  sent  for  examination.  The 
extent  of  examination  is  determined  by 
the  pathology  department.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  All  tissues  removed  from  patients 
at  surgery  are  macroscopically,  and  if 
necessary,  microscopically  examined  by 
the  pathologist. 

(2)  The  pathologist  or  designated 
physcian,  in  his  absence,  is  responsible 
for  verifying  the  receipt  of  tissues  for 
examinations. 

(3)  A  list  of  tissues  which  routinely 
require  microscopic  examination  is  de¬ 
veloped  in  writing  by  the  pathologist  or 
designated  physician  with  the  approval 
of  the  medical  staff. 

(4)  A  tissue  file  is  maintained  in  the 
hospital. 

(5)  In  the  absence  of  a  pathologist  or 
suitable  physician  substitute,  there  is  an 
established  plan  for  sending  to  a  path¬ 
ologist  outside  the  hospital  all  tissues  re¬ 
quiring  examination. 

(6)  Arrangements  for  tissue  examina¬ 
tions  done  outside  the  hospital  are  made 
with  a  laboratory  which  is  certified  to 
provide  this  service  for  the  Health  In¬ 
surance  for  the  Aged  Program. 

(i)  Standard.  Signed  reports  of  tis¬ 
sue  examinations  are  filed  with  the  pa¬ 
tient’s  medical  record  and  duplicate 
copies  kept  in  the  department.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  All  reports  of  macro  and  micro¬ 
scopic  examinations  performed  are 
signed  by  the  pathologist  or  designated 
physician. 

(2)  Provision  is  made  for  the  prompt 
filing  of  examination  results  in  the  pa¬ 
tient’s  medical  record  and  notification 
of  the  physician  requesting  the  exam¬ 
ination. 

(3)  Duplicate  copies  of  the  examina¬ 
tion  reports  are  filed  in  the  laboratory  in 
a  manner  which  permits  ready  identifi¬ 
cation  and  accessibility. 

(j)  Standard.  Facilities  for  procure¬ 
ment,  safekeeping  and  transfusion  of 
blood  and  blood  products  are  provided 
or  readily  available.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  The  hospital  maintains,  as  a  mini¬ 
mum,  proper  blood  storage  facilities  un¬ 
der  adequate  control  and  supervision  of 
the  pathologist  or  other  authorized 
physician. 

(2)  For  emergency  situations  the  hos¬ 
pital  maintains  at  least  a  minimum  blood 
supply  in  the  hospital  at  all  times,  can 
obtain  blood  quickly  from  community 
blood  banks  or  Institutions,  or  has  an  up- 
to-date  list  of  donors  and  equipment 
necessary  to  bleed  them. 

(3)  Where  the  hospital  depends  on 
outside  blood  banks,  there  is  an  agree¬ 
ment  governing  the  procurement,  trans¬ 
fer  and  availability  of  blood  which  is  re¬ 
viewed  and  approved  by  the  medical  staff, 
administration  and  governing  body. 

(4)  There  is  provision  for  prompt  blood 
typing  and  cross-matching,  either 
through  the  hospital  or  by  arrangements 


with  others  on  a  continuous  basis,  under 
the  supervision  of  a  physician. 

(5)  Blood  storage  facilities  in  the  hos¬ 
pital  have  an  adequate  alarm  system, 
which  is  regularly  inspected  and  is  other¬ 
wise  safe  and  adequate. 

(6)  Records  are  kept  on  file  indicating 
the  receipt  and  disposition  of  all  blood 
provided  to  patients  in  the  hospital. 

(7)  Blood  which  has  exceeded  its  ex¬ 
piration  date  is  disposed  of  promptly. 

(8)  A  committee  of  the  medical  staff 
or  its  equivalent  reviews  all  transfusions 
of  blood  or  blood  derivatives  and  makes 
recommendations  concerning  policies 
governing  such  practices. 

(9)  The  review  committee  investigates 
all  transfusion  reactions  occurring  in  the 
hospital  and  makes  recommendations  to 
the  medical  staff  regarding  improve¬ 
ments  in  transfusion  procedures. 

§  405.1029  Condition  of  participation — 
Radiology  department. 

The  hospital  has  diagnostic  X-ray  fa¬ 
cilities  available.  If  therapeutic  X-ray 
services  are  also  provided,  they,  as  well 
as  the  diagnostic  services,  meet  profes¬ 
sionally  approved  standards  for  safety 
and  personnel  qualifications. 

(a)  Standard.  The  hospital  main¬ 
tains  or  has  available  radiological  serv¬ 
ices  according  to  needs  of  the  hospital. 
For  example,  the  hospital  has  diagnostic 
X-ray  facilities  available  in  the  hospital 
building  proper  or  in  an  adjacent  clinic 
or  medical  facility  that  is  readily  acces¬ 
sible  to  the  hospital  patients,  physicians, 
and  personnel. 

(b)  Standard.  The  radiology  depart¬ 
ment  is  free  of  hazards  for  patients  and 
personnel.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  Proper  safety  precautions  are 
maintained  against  fire  and  explosion 
hazards,  electrical  hazards,  and  radi¬ 
ation  hazards. 

(2)  Periodic  inspection  is  made  by 
local  or  State  health  authorities  or  a  ra¬ 
diation  physicist,  and  hazards  so  identi¬ 
fied  are  promptly  corrected. 

(3)  Radiation  workers  are  checked 
periodically  for  amount  of  radiation  ex¬ 
posure  by  the  use  of  exposure  meters  or 
badge  tests. 

(4)  With  fluoroscopes,  attention  is 
paid  to  modem  safety  design  and  good 
operating  procedures;  records  are  main¬ 
tained  of  the  output  of  all  fluoroscopes 

(5)  Regulations  based  on  medical  staff 
recommendations  are  established  as  to 
the  administration  of  the  application  and 
removal  of  radium  element.  Its  disin¬ 
tegration  products,  and  other  radio¬ 
active  isotopes. 

(c)  Standard.  Personnel  adequate  to 
supervise  and  conduct  the  services  are 
provided,  and  the  interpretation  of  radi¬ 
ological  examinations  is  made  by  physi¬ 
cians  competent  in  the  field.  The  fac¬ 
tors  explaining  the  standard  are  as 
follows: 

(1)  The  hospital  has  a  qualified  radi¬ 
ologist,  either  full-time  or  part-time  on 
a  consulting  basis,  both  to  supervise  the 
department  and  to  interpret  films  that 
require  specialized  knowledge  for  accu¬ 
rate  reading.  If  the  hospital  is  small, 
and  a  radiologist  cannot  come  to  the 
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hospital  regularly,  selected  X-ray  films 
are  sent  to  a  radiologist  for  Interpreta¬ 
tion. 

(2)  If  the  activities  of  the  radiology 
department  extend  to  radiotherapy,  the 
physician  in  charge  is  appropriately 

qualifield. 

(3)  The  amount  of  qualified  radiolo¬ 
gist  and  technologist  time  is  sufficient  to 
meet  the  hospital’s  requirements.  A 
technologist  is  on  duty  or  on  call  at  all 

times. 

(4)  The  use  of  all  X-ray  apparatus  is 
limited  to  personnel  designated  as  quali¬ 
fied  by  the  radiologist  or  by  an  appropri¬ 
ately  constituted  committee  of  the  medi¬ 
cal  staff.  The  same  limitation  applies  to 
personnel  applying  and  removing  ra¬ 
dium  element,  its  disintegration  prod¬ 
ucts,  and  radioactive  isotopes.  The  use 
of  fluoroscopes  is  limited  to  physicians. 

(d)  Standard.  Signed  reports  are 
filed  with  the  patient’s  record  and  du¬ 
plicate  copies  kept  in  the  department. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  Requests  by  the  attending  physi¬ 
cian  for  X-ray  examination  contain  a 
concise  statement  of  reason  for  the  ex¬ 
amination. 

(2)  Reports  of  interpretations  are 
written  or  dictated  and  signed  by  the 
radiologist. 

(3)  X-ray  reports  and  roentgeno¬ 
graphs  are  preserved  or  microfilmed  in 
accordance  with  the  statute  of  limita¬ 
tions. 

§  405.1030  Condition  of  participation— 
Medical  library. 

The  hospital  has  modern  textbooks 
and  current  periodicals  relative  to  the 
clinical  services  offered. 

(a)  Standard.  The  hospital  main¬ 
tains  a  medical  library  according  to  the 
needs  of  the  hospital. 

<b)  The-  factors  explaining  the  stand¬ 
ard  are  as  follows:  (1)  The  medical 
library  is  located  in  the  hospital  building 
and  its  contents  are  organized,  easily 
accessible,  and  available  at  all  times  to 
the  medical  und  nursing  staffs. 

(2)  The  library  contains  modern  text¬ 
books  in  basic  sciences  and  other  current 
textbooks,  Journals,  and  magazines  per¬ 
tinent  to  the  clinical  services  maintained 
in  the  hospital. 

§  405.1031  Condition  of  participation- 
complementary  departments. 

Participation  is  not  limited  to  hospi¬ 
tals  which  have  surgery,  anesthesiology, 
dental,  or  rehabilitation  departments  or 
services,  but  if  these  departments  or 
services  are  present,  there  are  effective 
policies  and  procedures,  relating  to  the 
staff  and  the  functions  of  the  service  (s) 
in  order  to  assure  the  health  and  safety 
of  the  patients. 

(a)  Standard.  The  Department  of 
Surgery  has  effective  policies  and  proce¬ 
dures  regarding  surgical  privileges, 
maintenance  of  the  operating  rooms, 
and  evaluation  of  the  surgical  patient. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  Surgical  privileges  are  delineated 
for  all  physicians  doing  surgery  in  ac¬ 
cordance  with  the  competencies  of  each 


physician.  A  roster  of  physicians  speci¬ 
fying  the  surgical  privileges  of  each  is 
kept  in  the  confidential  files  of  the  oper¬ 
ating  room  supervisor  and  in  the  files  of 
the  hospital  administrator. 

(2)  In  any  procedure  with  unusual 
hazard  to  life,  there  is  present  and 
scrubbed  as  first  assistant  a  physician 
designated  by  the  credentials  committee 
as  being  qualified  to  assist  in  major 
surgery. 

(3)  Second  and  third  assistants  at 
major  operations,  and  first  assistants  at 
lesser  operations  may  be  nurses,  aides, 
or  technicians  if  designated  by  the  hos¬ 
pital  authorities  as  having  sufficient 
training  to  properly  and  adequately  as¬ 
sist  at  such  procedures. 

(4)  The  operating  room  register  is 
complete  and  up-to-date. 

(5)  There  is  a  complete  history  and 
physical  work-up  in  the  chart  of  every 
patient  prior  to  surgery  (whether  the 
surgery  is  major  or  minor) .  If  such  has 
been  transcribed,  but  not  yet  recorded 
in  the  patient’s  chart,  there  is  a  state¬ 
ment  to  that  effect  and  an  admission 
note  by  the  physician  in  the  chart. 

(6)  A  properly  executed  consent  form 
for  operation  is  in  the  patient’s  chart 
prior  to  surgery. 

(7)  There  are  adequate  provisions  for 
immediate  post-operative  care. 

(8)  An  operative  report  describing 
techniques  and  findings  is  written  or 
dictated  Immediately  following  surgery 
and  signed  by  the  surgeon. 

(9)  All  Infections  of  clean  surgical 
cases  are  recorded  and  reported  to  the 
administration.  A  procedure  exists  for 
the  investigation  of  such  cases. 

(10)  The  operating  rooms  are  super¬ 
vised  by  an  experienced  registered  pro¬ 
fessional  nurse. 

(11)  The  following  equipment  is  avail¬ 
able  in  the  operating  suites:  call-in  sys¬ 
tem,  cardiac  monitor,  resuscitator,  de¬ 
fibrillator,  aspirator,  thoracotomy  set, 
and  tracheotomy  set. 

(12)  The  operating  room  suite  and  ac¬ 
cessory  services  are  so  located  that  traffic 
in  and  out  can  be  and  is  controlled  and 
there  is  no  through  traffic. 

(13)  Precautions  are  taken  to  elimi¬ 
nate  hazards  of  explosions  including  use 
of  shoes  with  conductive  soles  and  pro¬ 
hibition  of  nylon  garments. 

(14)  Rules  and  regulations  and/or 
policies  related  to  the  operating  rooms 
are  available  and  posted. 

(b)  (1)  Standard.  The  Department 
of  Anesthesia  has  effective  policies  and 
procedures  regarding  staff  privileges,  the 
administration  of  anesthetics,  and  the 
maintenance  of  strict  safety  controls. 
There  is  required  for  every  patient: 

(1)  Preanesthetic  physical  examina¬ 
tion  by  a  physician  with  findings  re¬ 
corded  within  48  hours  of  surgery; 

(ii)  Anesthetic  record  on  special  form ; 

(ill)  Postanesthetic  follow-up,  with 
findings  recorded,  by  an  anesthesiologist 
or  nurse  anesthetist. 

(2)  The  factors  explaining  the  stand¬ 
ard  are  as  follows: 

(i)  The  Department  of  Anesthesia  is 
responsible  for  all  anesthetics  adminis¬ 
tered  In  the  hospital. 


(11)  In  hospitals  where  there  is  no 
Department  of  Anesthesia,  the  Depart¬ 
ment  of  Surgery  assumes  the  responsibil¬ 
ity  for  establishing  general  policies  and 
supervising  the  administration  of  an¬ 
esthetics. 

(iii)  The  director  of  the  Department 
of  Anesthesia  preferably  is  also  the  di¬ 
rector  in  charge  of  inhalation  therapy. 
In  any  event,  the  inhalation  therapy 
service  is  under  the  supervision  of  a  qual¬ 
ified  physician  or  physicians. 

(iv)  If  anesthetics  are  not  adminis¬ 
tered  by  a  qualified  anesthesiologist,  they 
are  administered  by  a  physician  anes¬ 
thetist  or  a  registered  nurse  anesthetist 
under  the  supervision  of  the  operating 
physician.  The  hospital  staff  designates 
those  persons  qualified  to  administer  an¬ 
esthetics  and  delineates  what  the  person 
is  qualified  to  do. 

(v)  The  postanesthetic  folio  w-up 
note  is  written  3  to  24  hours  after  the 
operation,  notes  any  postoperative  ab¬ 
normalities  or  complications,  and  states 
the  blood  pressure,  the  pulse,  the  pres¬ 
ence  or  absence  of  the  swallowing  reflex 
and  cyanosis,  and  the  general  condition 
of  the  patient. 

(vi)  Safety  precautions  include: 

(a)  Shockproof  and  sparkproof  equip¬ 
ment; 

(b)  Humidity  control; 

(c)  Proper  grounding; 

(d)  Safety  regulations  posted; 

(e)  Storage  of  flammable  anesthetic 
and  oxidizing  gases  meet  the  standards 
of  the  National  Fire  Protection  Associa¬ 
tion  Code. 

(c)(1)  Standard.  According  to  the 
procedure  established  for  the  appoint¬ 
ment  of  the  medical  staff,  one  or  more 
dentists  may  be  appointed  to  the  dental 
staff.  If  the  dental  service  is  organized, 
its  organization  is  comparable  to  that  of 
other  services  or  departments.  Whether 
or  not  the  dental  service  is  organized  as 
a  department,  the  following  require¬ 
ments  are  met: 

(1)  Members  of  the  dental  staff  are 
qualified  legally,  professionally,  and  eth¬ 
ically  for  the  positions  to  which  they  are 
appointed. 

(il)  Patients  admitted  for  dental  serv¬ 
ices  are  admitted  by  the  dentist  either  to 
the  Department  of  Dentistry  or,  if  there 
is  no  department,  to  an  organized  clini¬ 
cal  service. 

(Hi)  There  is  a  physician  in  attend¬ 
ance  who  is  responsible  for  the  medical 
care  of  the  patient  throughout  the  hos¬ 
pital  stay.  A  medical  survey  is  done  and 
recorded  by  a  member  of  the  medical 
staff  before  dental  surgery  is  performed. 

(2)  The  factors  explaining  the  stand¬ 
ard  are  as  follows: 

(i)  There  are  specific  bylaws  concern¬ 
ing  the  dental  staff  written  as  combined 
medical-dental  staff  bylaws  or  as  sepa¬ 
rate  or  adjunct  dental  bylaws. 

(ii)  The  staff  bylaws,  rules  and  regu¬ 
lations  specifically  delineate  the  rights 
and  privileges  of  the  dentists. 

(iii)  Complete  records,  both  medical 
and  dental,  are  required  on  each  dental 
patient  and  shall  be  a  part  of  the  hos¬ 
pital  records. 
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(d)  Standard.  The  Rehabilitation, 
Physical  Therapy,  and  Occupational 
Therapy  Departments  have  effective  pol¬ 
icies  and  procedures  relating  to  the  or¬ 
ganization  and  functions  of  the  serv¬ 
ice  (s)  and  are  staffed  by  qualified  ther¬ 
apists.  The  factors  explaining  the 
standard  are  as  follows : 

(1)  There  may  be  a  Rehabilitation 
Department  including  both  physical  and 
occupational  therapy  or  there  may  be 
separate  Physical  Therapy  and/or  Occu¬ 
pational  Therapy  Departments. 

(2)  The  department  head  is  a  phys- 
iatrist  or  a  physician  with  knowledge, 
experience,  and  capabilities  to  properly 
supervise  and  administer  the  depart¬ 
ment. 

(3)  If  physical  therapy  services  are 
offered,  there  is  at  least  one  qualified 
physical  therapist  who  is  a  graduate  of 
a  program  in  physical  therapy  approved 
by  the  American  Medical  Association  or 
its  equivalent.  Other  properly  trained 
and  supervised  physical  therapy  techni¬ 
cians  are  sufficient  to  meet  the  needs  of 
the  department. 

(4)  If  occupational  therapy  services 
are  offered,  there  is  at  least  one  regis¬ 
tered  occupational  therapist  (O.T.R.) 
and  there  are  other  properly  trained  and 
supervised  occupational  therapy  per¬ 
sonnel  sufficient  to  meet  the  needs  of  the 
department. 

(5)  Facilities  and  equipment  for  phys¬ 
ical  and  occupational  therapy  are  ade¬ 
quate  to  meet  the  needs  of  the  services 
and  are  in  good  condition. 

(6)  When  physical  therapy  treatment 
is  prescribed,  there  is  an  order  written 
by  the  referring  physician  in  the  pa¬ 
tient’s  chart  stating  the  specific  treat¬ 
ment  desired. 

(7)  After  physical  therapy  treatment, 
definite  note  or  documentation  is  made 
by  the  therapist  as  to  the  treatment 
rendered. 

§  405.1032  Condition  of  participation— 
Outpatient  department. 

Participation  is  not  limited  to  hospitals 
which  have  organized  outpatient  depart¬ 
ments,  but  if  they  are  present,  there  are 
effective  policies  and  procedures  relat¬ 
ing  to  the  staff,  functions  of  the  service, 
and  outpatient  medical  records  and  ade¬ 
quate  facilities  in  order  to  assure  the 
health  and  safety  of  the  patients. 

(a)  Standard.  The  Outpatient  De¬ 
partment  is  organized  into  sections 
(clinics)  the  number  of  which  depends  on 
the  size  and  the  degree  of  departmen¬ 
talization  of  the  medical  staff,  available 
facilities,  and  the  needs  of  the  patients 
for  whom  it  accepts  responsibility.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  The  outpatient  department  has 
appropriate  cooperative  arrangements 
and  communications  with  community 
agencies  such  as  other  outpatient  depart¬ 
ments,  public  health  nursing  agencies, 
the  department  of  health,  and  welfare 
agencies. 

(2)  Clinics  are  integrated  with  cor¬ 
responding  inpatient  services. 

(3)  Clinics  are  maintained  for  the  fol¬ 
lowing  purposes: 
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(i)  Care  of  ambulatory  patients  un¬ 
related  to  admission  or  discharge, 

(il)  Study  of  preadmission  patients, 

(iii)  Followup  of  discharged  hospital 
patients. 

(4)  Patients,  on  their  initial  visit  to 
the  department,  receive  a  general  medi¬ 
cal  evaluation  and  patients  under  con¬ 
tinuous  care  receive  an  adequate  periodic 
reevaluation. 

(5)  Established  medical  screening  pro¬ 
cedures  are  employed  routinely. 

(b)  Standard.  There  are  such  pro¬ 
fessional  and  nonprofessional  personnel 
as  are  required  for  efficient  operation. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  There  is  a  physican  responsible 
for  the  professional  services  of  the  de¬ 
partment.  Either  this  physician  or  a 
qualified  administrator  is  responsible  for 
administrative  services. 

(2)  A  registered  professional  nurse  is 
responsible  for  the  nursing  services  of 
the  department. 

(3)  The  number  and  type  of  other  per¬ 
sonnel  employed  reflect  the  volume  and 
type  of  work  carried  out  and  the  type  of 
patient  served  in  the  outpatient  depart¬ 
ment. 

(c)  Standard.  Facilities  are  provided 
to  assure  the  efficient  operation  of  the 
department.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  number  of  examination  and 
treatment  rooms  is  adequate  in  relation 
to  the  volume  and  nature  of  work  per¬ 
formed. 

(2)  Suitable  facilities  for  necessary 
laboratory  and  other  diagnostic  tests  are 
available  either  through  the  hospital  or 
some  other  certified  facility. 

(d)  Standard.  Medical  records  are 
maintained,  and  correlated  with  other 
hospital  medical  records.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  The  outpatient  medical  record  is 
filed  in  a  location  which  insures  ready 
accessibility  to  the  physicians,  nurses, 
and  other  personnel  of  the  department. 

(2)  The  outpatient  medical  record  is 
integrated  with  the  patient’s  overall  hos¬ 
pital  record. 

(3)  Information  contained  in  the 
medical  record  is  complete  and  suffi¬ 
ciently  detailed  relative  to  the  patient’s 
history,  physical  examination,  laboratory 
and  other  diagnostic  tests,  diagnosis, 
and  treatment  to  facilitate  continuity  of 
care. 

(e)  Standard.  Conferences,  both  de¬ 
partmental  and  interdepartmental,  are 
conducted  to  maintain  close  liaison  be¬ 
tween  the  various  sections  within  the 
department  and  with  other  hospital 
services.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  Minutes  of  staff  and/or  depart¬ 
mental  meetings  indicate  that  a  review 
of  selected  outpatient  cases  takes  place 
and  that  there  is  integration  of  hospital 
inpatient  and  outpatient  services. 

(2)  The  outpatient  department  has 
close  working  relationships  with  the 
medical  social  service  department. 


§  405.1033  Conditions  of  participation — 
Emergency  service  or  department. 

The  hospital  has  at  least  a  procedure 
for  taking  care  of  the  occasional  emer¬ 
gency  case  it  might  be  called  upon  to 
handle.  Participation  is  not  limited  to 
hospitals  which  have  organized  emer¬ 
gency  services  or  departments,  but  if  they 
are  present,  there  are  effective  policies 
and  procedures  relating  to  the  staff,  func¬ 
tions  of  the  service,  and  emergency  room 
medical  records  and  adequate  facilities 
in  order  to  assure  the  health  and  safety 
of  the  patients. 

(a)  Standard.  The  department  or 
service  is  well  organized,  directed  by 
qualified  personnel,  and  integrated  with 
other  departments  of  the  hospital.  The 
factors  explaining  the  standard  are  as 
follows : 

(1)  There  are  written  policies  which 
are  enforced  to  control  emergency  room 
procedures. 

(2)  The  policies  and  procedures  gov¬ 
erning  medical  care  provided  in  the 
emergency  service  or  department  are  es¬ 
tablished  by  and  are  a  continuing  respon¬ 
sibility  of  the  medical  staff. 

(3)  The  emergency  service  is  super¬ 
vised  by  a  qualified  member  of  the  medi¬ 
cal  staff  and  nursing  functions  are  the 
responsibility  of  a  registered  professional 
nurse. 

(4)  The  administrative  functions  are 
a  responsibility  of  a  member  of  the  hos¬ 
pital  administration. 

(b)  Standard.  Facilities  are  provided 
to  assure  prompt  diagnosis  and  emer¬ 
gency  treatment.  The  factors  explain¬ 
ing  the  standard  are  as  follows: 

(1)  Facilities  are  separate  and  inde¬ 
pendent  of  the  operating  rooms. 

(2)  The  location  of  the  emergency 
service  is  in  close  proximity  to  an  ex¬ 
terior  entrance  of  the  hospital. 

(3)  Diagnostic  and  treatment  equip¬ 
ment,  drugs,  supplies,  and  space,  includ¬ 
ing  a  sufficient  number  of  treatment 
rooms,  are  adequate  in  terms  of  the  size 
and  scope  of  services  provided. 

(c)  Standard.  There  are  adequate 
medical  and  nursing  personnel  available 
at  all  times.  The  factors  explaining  the 
standard  are  as  follows: 

( 1 )  The  medical  staff  is  responsible  for 
insuring  adequate  medical  coverage  for 
emergency  services. 

(2)  Qualified  physicians  are  regularly 
available  at  all  times  for  the  emergency 
service,  either  on  duty  or  on  call. 

(3)  A  physician  sees  all  patients  who 
arrive  for  treatment  in  the  emergency 
service. 

(4)  Qualified  nurses  are  available  on 
duty  at  all  times  and  in  sufficient  number 
to  deal  with  the  number  and  extent  of 
emergency  services. 

(d)  Standard.  Adequate  medical  rec¬ 
ords  on  every  patient  are  kept.  The  fac¬ 
tors  explaining  the  standard  are  as  fol¬ 
lows: 

(1)  The  emergency  room  record  con¬ 
tains: 

(1)  Patient  identification. 

(il)  History  of  disease  or  injury. 

(ill)  Physical  findings. 

(lv)  Laboratory  and  X-ray  reports,  if 
any. 
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(v)  Diagnosis. 

(vi>  Record  of  treatment. 

(vii)  Disposition  of  the  case. 

(viii)  Signature  of  a  physician. 

(2)  Medical  records  for  patients 
treated  in  the  emergency  service  are  or¬ 
ganized  by  a  medical  record  librarian  or 
her  equivalent. 

(3)  Where  appropriate,  medical  rec¬ 
ords  of  emergency  services  are  integrated 
with  those  of  the  inpatient  and  outpa¬ 
tient  services. 

(4)  A  proper  method  of  filing  records 
is  maintained. 

(5)  At  a  minimum,  emergency  service 

medical  records  are  kept  for  as  long  a 
time  as  required  in  a  given  State’s  statute 
of  limitations.  x 

§  405.1034  Condition  of  participation — 
Social  work  department. 

Participation  Is  not  limited  to  hospitals 
which  have  social  work  departments,  but 
if  they  are  present,  there  are  effective 
policies  and  procedures  relating  to  the 
staff  and  the  functions  of  the  service. 

(a)  Standard.  The  department  is 
well  organized  and  directed  by  a  quali¬ 
fied  medical  social  worker.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  Preferably,  social  services  are  or¬ 
ganized  on  a  departmental  level,  respon¬ 
sible  to  the  administration  of  the  insti¬ 
tution,  and  social  workers  In  the  institu¬ 
tion  are  responsible  to  the  department 
director,  regardless  of  the  unit  to  which 
they  are  assigned. 

(2)  The  social  service  staff  Includes 
social  workers,  social  work  assistants,  and 
clerical  personnel.  The  social  workers 
are  qualified  by  a  master’s  degree  from 
an  accredited  school  of  social  work.  The 
social  work  assistants  are  qualified  by  a 
bachelor’s  degree,  preferably  with  a  so¬ 
cial  welfare  sequence,  and  are  given 
training  on  the  job  for  specific  assign¬ 
ments  and  responsibilities. 

(3)  The  number  of  social  workers  and 
social  work  assistants  is  adequate  to  meet 
patient  needs  for  patient  care  planning. 

(4)  Planning  for  patient  care  Includes 
participation  by  the  social  service  depart¬ 
ment  as  indicated  to  enable  the  patient 
to  make  full  use  of  inpatient,  outpatient, 
or  extended  care  or  home  health  serv¬ 
ices  in  the  community. 

(b)  Standard.  The  department  is  in¬ 
tegrated  with  other  departments  of  the 
hospital,  and  departmental  and  Inter¬ 
departmental  conferences  are  held  peri¬ 
odically.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  Department  stafT  participate  In 
ward  rounds,  medical  staff  seminars, 
nursing  staff  conferences,  and  In  confer¬ 
ences  with  Individual  physicians  and 
nurses  concerned  with  the  care  of  the 
patient. 

(2)  The  department  communicates  to 
appropriate  administrative  and  profes¬ 
sional  personnel  Information  on  com¬ 
munity  programs  and  developments 
which  may  affect  the  hospital  program. 

(3)  The  department  participates  In 
appropriate  education,  training,  and 
orientation  programs  for  nurses,  medical 
students,  Interns  and  residents,  and  hos¬ 
pital  administrative  residents,  as  well  as 
In  inservice  training  programs. 


(c)  Standard.  Records  of  social  serv¬ 
ice  activity  related  to  individual  patients 
are  kept,  and  are  available  only  to  the 
professional  personnel  concerned.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  Functions  and  activities  recorded 
Include: 

(1)  Medicosoclal  study  of  referred 
hospitalized  and  OPD  patients; 

(11)  Evaluation  of  financial  status  of 
patient; 

(iii)  Follow-up  of  discharged  patients; 

(lv)  Social  therapy  and  rehabilitation 
of  patients ; 

(v)  Environmental  Investigations  for 
the  attending  physicians;  and 

(vi)  Cooperative  activities  with  com¬ 
munity  agencies. 

(2)  Significant  social  service  sum¬ 
maries  are  entered  promptly  In  the  pa¬ 
tient’s  central  medical  record  for  the 
benefit  of  all  staff  Involved  In  the  care  of 
the  patient. 

(3)  More  detailed  records  are  kept  by 
the  department  to  meet  the  needs  of  stu¬ 
dent  or  staff  training,  research,  and 
review  by  supervisors  or  consultants. 

(d)  Standard.  Facilities  are  provided 
which  are  adequate  for  the  personnel  of 
the  department,  easily  accessible  to  pa¬ 
tients  and  to  the  medical  stafT,  and  which 
assure  privacy  for  interviews. 

§  405.1035  Condition  of  participation- 
utilization  review  plan. 

(a)  Condition.  The  hospital  has  In  ef¬ 
fect  a  plan  for  utilization  review  which 
applies  at  least  to  the  services  furnished 
by  the  hospital  to  inpatient*  who  are  en¬ 
titled  to  benefits  under  the  law.  An  ac¬ 
ceptable  utilization  review  plan  provides 
for:  (1)  The  review,  on  a  sample  or  other 
basis,  of  admissions,  duration  of  stays, 
and  professional  services  furnished ;  and 

(2)  review  of  each  case  of  continuous  ex¬ 
tended  duration. 

(b)  General.  (1)  There  are  many 
types  of  plans  which  can  fulfill  the  re¬ 
quirements  of  the  law.  Hospitals  wish¬ 
ing  to  establish  their  eligibility  to  par¬ 
ticipate  should  submit  a  written  descrip¬ 
tion  of  their  utilization  review  plan  and  a 
certification  that  It  is  currently  In  effect 
or  that  it  will  be  In  effect  on  July  1,  1966. 
Ordinarily  this  will  constitute  sufficient 
evidence  to  support  a  finding  that  the 
utilization  review  plan  of  the  hospital  Is 
or  is  not  In  conformity  with  the  statutory 
requirements.  Intermediaries  will  be 
relied  upon  heavily  to  participate  with 
the  medical  profession  and  the  hospital 
administrative  staff  In  long-run  meas¬ 
ures  to  assure  that  utilization  review  op¬ 
erates  effectively. 

(2)  The  review  plan  of  a  hospital 
should  have  as  its  over-all  objective  the 
maintenance  of  high  quality  patient  care, 
and  an  Increase  in  effective  utilization  of 
hospital  services  to  be  achieved  through 
an  educational  approach  Involving  study 
of  patterns  of  care,  and  the  encourage¬ 
ment  of  appropriate  utilization.  It  is 
contemplated  that  a  review  of  the  medi¬ 
cal  necessity  of  admissions  and  durations 
of  stay,  for  example,  would  take  Into  ac¬ 
count  alternative  use  and  availability  of 
out-of -hospital  facilities  and  services. 
The  review  of  professional  services  fur¬ 


nished  might  Include  study  of  such  con¬ 
ditions  as  overuse  or  underuse  of  services, 
logical  substantiation  of  diagnoses, 
proper  use  of  consultation,  and  whether 
required  diagnostic  workup  and  treat¬ 
ment  are  initiated  and  carried  out 
promptly.  Review  of  lengths  of  stay 
might  consider  not  only  medical  neces¬ 
sity,  but  the  effect  that  hospital  staffing 
may  have  on  duration  of  stay,  whether 
assistance  is  available  to  the  physician  in 
arranging  for  discharge  planning,  and 
the  availability  of  out-of -hospital  facil¬ 
ities  and  services  which  will  assure  con¬ 
tinuity  of  care. 

(3)  Costs  Incurred  In  connection  with 
the  implementation  of  the  utilization  re¬ 
view  plan  are  Includable  In  reasonable 
costs  and  are  reimbursable  to  the  hospi¬ 
tal  to  the  extent  that  such  costs  relate  to 
health  Insurance  program  beneficiaries. 
For  example,  costs  may  include  expenses 
incurred  for  the  purchase  of  data  from 
organizations  outside  the  hospital  which 
compile  statistics,  profiles,  and  study  re¬ 
sults  on  utilization  of  hospital  facilities 
and  services. 

(c)  Standard.  The  operation  of  the 
utilization  review  plan  is  a  responsibility 
of  the  medical  profession.  The  plan  in 
the  hospital  has  the  approval  of  the 
medical  staff  as  well  as  that  of  the  gov¬ 
erning  body. 

(d)  Standard.  The  hospital  has  a 
currently  applicable,  written  description 
of  its  utilization  review  plan.  Such  de¬ 
scription  includes: 

(1)  The  organization  and  composition 
of  the  committee(s)  which  will  be  re¬ 
sponsible  for  the  utilization  review  func¬ 
tion; 

(2)  Frequency  of  meetings ; 

(3)  The  type  of  records  to  be  kept; 

(4)  The  method  to  be  used  in  selecting 
cases  on  a  sample  or  other  basis; 

(5)  The  definition  of  what  constitutes 
the  period  or  periods  of  extended  dura¬ 
tion; 

(6)  The  relationship  of  the  utilization 
review  plan  to  claims  administration  by 
a  third  party; 

(7)  Arrangements  for  committee  re¬ 
ports  and  their  dissemination; 

(8)  Responsibilities  of  the  hospital’s 
administrative  staff. 

(e)  (1)  Standard.  The  utilization  re¬ 
view  function  is  conducted  by  one  or  a 
combination  of  the  following: 

(I)  By  a  staff  committee  or  committees 
of  the  hospital,  each  of  which  Is  com¬ 
posed  of  two  or  more  physicians,  with 
or  without  the  inclusion  of  other  profes¬ 
sional  personnel ;  or 

(II)  By  a  committee(s)  or  group(s) 
outside  the  hospital  composed  as  in  (1) 
above  which  is  established  by  the  local 
medical  society  and  some  or  all  of  the 
hospitals  and  extended  care  facilities  in 
the  locality;  or 

(III)  Where  a  committee(s)  or 
group(s)  as  described  In  (1)  or  (il)  above 
has  not  been  established  to  carry  out  all 
the  utilization  review  functions  pre¬ 
scribed  by  the  Act,  by  a  committee  (s)  or 
group(s)  composed  In  (1)  above,  and 
sponsored  and  organized  In  such  manner 
as  aw? roved  by  the  Secretary  of  Health, 
Education,  and  Welfare. 
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(2)  The  factors  explaining  the  stand¬ 
ard  are  as  follows,  (i)  The  medical  care 
appraisal  and  educational  aspects  of  re¬ 
view  on  a  sample  or  other  basis,  and  the 
review  of  long -stay  cases  need  not  be 
done  by  the  same  committee  or  group. 

(ii)  Existing  staff  committees  may  as¬ 
sume  the  review  responsibility  stipulated 
in  the  plan.  In  smaller  hospitals,  all  of 
these  functions  may  be  carried  out  by  a 
committee  of  the  whole  or  a  medical  care 
appraisal  committee. 

(iii)  The  committee(s)  is  broadly  rep¬ 
resentative  of  the  medical  staff  and  at 
least  one  member  does  not  have  a  direct 
financial  interest  in  the  hospital. 

(f)  (1)  Standard.  Reviews  are  made, 
on  a  sample  or  other  basis,  of  admissions, 
duration  of  stays,  and  professional  serv¬ 
ices  furnished,  with  respect  to  the  medi¬ 
cal  necessity  of  the  services,  and  for  the 
purpose  of  promoting  the  most  efficient 
use  of  available  health  facilities  and  serv¬ 
ices.  Such  reviews  emphasize  identifica¬ 
tion  and  analysis  of  patterns  of  patient 
care  in  order  to  maintain  consistent  high 
quality.  The  review  is  accomplished  by 
considering  data  obtained  by  any  one  or 
any  combination  of  the  following: 

(1)  By  use  of  services  and  facilities  of 
external  organizations  which  compile 
statistics,  design  profiles,  and  produce 
other  comparative  data;  or 

(ii)  By  cooperative  endeavor  with  the 
fiscal  intermediary (ies)  in  the  locality; 
or 

(iii)  By  internal  studies  of  medical 
records. 

(2)  The  factors  explaining  the  stand¬ 
ard  are  as  follows,  (i)  Review  of  cases, 
based  on  diagnostic  categories,  include 
diagnoses  of  special  relevance  to  the  aged 
group. 

(ii)  Some  review  functions  are  car¬ 
ried  out  on  a  continuing  basis. 

(iii)  Reviews  include  a  sample  or  re¬ 
certifications  of  medical  necessity,  as 
made  for  purposes  of  the  Health  Insur¬ 
ance  for  the  Aged  Program. 

(g)  Standard.  Reviews  are  made  of 
each  beneficiary  case  of  continuous  ex¬ 
tended  duration.  The  hospital  utiliza¬ 
tion  review  plan  specifies  the  number  of 
continuous  days  of  hospital  stay  follow¬ 
ing  which  a  review  is  made  to  determine 
whether  further  inpatient  hospital  serv¬ 
ices  are  medically  necessary.  The  plan 
may  specify  a  different  number  of  days 
for  different  classes  of  cases.  Reviews 
for  such  purpose  are  made  no  later  than 
the  seventh  day  following  the  last  day 
of  the  period  of  extended  duration  speci¬ 
fied  in  the  plan.  No  physician  has  re¬ 
view  responsibility  for  any  extended  stay 
cases  in  which  he  was  professionally  in¬ 
volved.  If  physician  members  of  the 
committee  decide,  after  opportunity  for 
consultation  is  given  the  attending  phy¬ 
sician  by  the  committee,  and  considering 
the  availability  and  appropriateness  of 
out-of -hospital  facilities  and  services, 
that  further  inpatient  stay  is  not  medi¬ 
cally  necessary,  there  is  notification  in 
writing  within  48  hours  to  the  institution, 
the  attending  physician  and  the  patient 
or  his  representative.  The  factor  ex¬ 
plaining  the  standard  is  as  follows: 

Because  there  are  significant  diver¬ 
gences  in  opinion  among  individual  phy- 
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sicians  in  respect  to  evaluation  of  med¬ 
ical  necessity  for  inpatient  hospital  serv¬ 
ices,  the  judgment  of  the  attending 
physician  in  an  extended  stay  case  is 
given  great  weight,  and  is  not  rejected 
except  under  unusual  circumstahces. 

(h)  Standard.  Records  are  kept  of 
the  activities  of  the  committee;  and  re¬ 
ports  are  regularly  made  by  the  commit¬ 
tee  to  the  executive  committee  of  the 
medical  staff  and  relevant  information 
and  recommendations  are  reported 
through  usual  channels  to  the  entire 
medical  staff  and  the  governing  body  of 
the  hospital.  The  factors  explaining  the 
standard  are  as  follows : 

( 1 )  The  hospital  administration  stud¬ 
ies  and  acts  upon  administrative  recom¬ 
mendations  made  by  the  committee. 

(2)  A  summary  of  the  number  and 
types  of  cases  reviewed,  and  the  findings, 
are  part  of  the  records. 

(3)  Minutes  of  each  committee  meet¬ 
ing  are  maintained. 

(4)  Committee  action  in  extended  stay 
cases  is  recorded,  with  cases  identified 
only  by  hospital  case  number. 

(i)  Standard.  The  committee (s)  hav¬ 
ing  responsibility  for  utilization  review 
functions  have  the  support  and  assist¬ 
ance  of  the  hospital’s  administrative  staff 
in  assembling  information,  facilitating 
chart  reviews,  conducting  studies,  ex¬ 
ploring  ways  to  improve  procedures, 
maintaining  committee  records,  and  pro¬ 
moting  the  most  efficient  use  of  available 
health  services  and  facilities.  The  fac¬ 
tors  explaining  the  standard  are  as 
follows: 

(1)  With  respect  to  each  of  these  ac¬ 
tivities,  an  individual  or  department  is 
designated  as  being  responsible  for  the 
particular  service. 

(2)  In  order  to  encourage  the  most 
efficient  use  of  available  health  services 
and  facilities,  assistance  to  the  physician 
in  timely  planning  for  posthospital  care 
is  initiated  as  promptly  as  possible,  either 
by  hospital  staff,  or  by  arrangement  with 
other  agencies.  For  this  purpose,  the 
hospital  makes  available  to  the  attending 
physician  current  information  on  re¬ 
sources  available  for  continued  out-of¬ 
hospital  care  of  patients  and  arranges 
for  prompt  transfer  of  appropriate  medi¬ 
cal  and  nursing  information  in  order  to 
assure  continuity  of  care  upon  discharge 
of  a  patient. 

§  405.1036  Special  rules  and  exceptions 
applying  to  psychiatric  and  tubercu¬ 
losis  hospitals. 

(a)  The  conditions  of  participation  for 
psychiatric  and  tuberculosis  hospitals 
are  similar  to  those  for  other  hospitals, 
though  differing  in  some  respects  due  to 
their  different  purpose.  To  provide  as¬ 
surance  that  the  program  while  paying 
for  active  treatment  in  psychiatric  and 
tuberculosis  hospitals  would  avoid  pay¬ 
ing  for  care  that  is  merely  custodial,  the 
conditions  of  participation  require  that 
the  hospital  be  accredited  by  the  Joint 
Commission  on  Accreditation  of  Hos¬ 
pitals,  that  its  clinical  records  be  suffi¬ 
cient  to  permit  the  Secretary  to  deter¬ 
mine  the  degree  and  intensity  of 
treatment  furnished  to  beneficiaries,  and 
that  it  meet  staffing  requirements  the 


Secretary  finds  necessary  for  carrying 
out  an  active  treatment  program,  a 
distinct  part  of  an  institution  can  be  con¬ 
sidered  a  psychiatric  or  a  tuberculosis 
hospital  if  it  meets  the  conditions  even 
though  the  institution  of  which  it  is  a 
part  does  not;  and  if  the  distinct  part 
meets  requirements  equivalent  to  the  ac¬ 
creditation  requirements  of  the  JCAH. 
it  could  qualify  under  the  program  even 
though  the  institution  is  not  accredited. 

(b)  A  distinct  part  of  an  institution 
will  be  considered  to  meet  requirements 
equivalent  to  the  accreditation  require¬ 
ments  of  the  JCAH  if  it  is  found  to  be 
in  substantial  compliance  with  the  con¬ 
ditions  of  participation  contained  in 
§8  405.1020  through  405.1035. 

(c)  In  addition,  psychiatric  hospitals 
(or  distinct  parts  thereof)  must  meet  the 
requirements  of  section  1861(f)  of  the 
Act  and  be  in  substantial  compliance 
with  the  conditions  of  participation  con¬ 
tained  in  §§  405.1037  and  405.1038  and 
tuberculosis  hospitals  (or  distinct  parts 
thereof)  must  meet  the  requirements  of 
section  1861(g)  of  the  Act  and  be  in  sub¬ 
stantial  compliance  with  the  conditions 
of  participation  contained  in  §§  405.1039 
and  405.1040. 

§  405.1037  Condition  of  participation — 
Special  medical  record  requirements 
for  psychiatric  hospitals. 

The  medical  records  maintained  by  a 
psychiatric  hospital  permit  determina¬ 
tion  of  the  degree  and  intensity  of  the 
treatment  provided  to  individuals  who 
are  furnished  services  in  the  institution. 

(а)  Standard.  Medical  records  stress 
the  psychiatric  components  of  the  rec¬ 
ord  including  history  of  findings  and 
treatment  rendered  for  the  psychiatric 
condition  for  which  the  patient  is  hos¬ 
pitalized.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  identification  data  includes 
the  patient’s  legal  status. 

(2)  A  provisional  or  admitting  diag¬ 
nosis  is  made  on  every  patient  at  the 
time  of  admission  and  includes  the  diag¬ 
noses  of  intercurrent  diseases  as  well  as 
the  psychiatric  diagnoses. 

(3)  The  complaint  of  others  regarding 
the  patient  is  included  as  well  as  the 
patient’s  comments. 

(4)  The  psychiatric  evaluation,  in¬ 
cluding  a  medical  history,  contains  a 
record  of  mental  status  and  notes  the 
onset  of  illness,  the  circumstances  lead¬ 
ing  to  admission,  attitudes,  behavior, 
estimate  of  Intellectual  functioning, 
memory  functioning,  orientation,  and 
an  inventory  of  the  patient’s  assets  in 
descriptive,  not  interpretative,  fashion. 

(5)  A  complete  neurological  examina¬ 
tion  is  recorded  at  the  time  of  the  ad¬ 
mission  physical  examination,  when 
indicated. 

(б)  The  social  service  records,  includ¬ 
ing  reports  of  interviews  with  patients, 
family  members  and  others,  provide  an 
assessment  of  home  plans  and  family 
attitudes,  and  community  resource  con¬ 
tacts  as  well  as  a  social  history. 

(7)  Reports  of  consultations,  psy¬ 
chological  evaluations,  reports  of  elec¬ 
troencephalograms,  dental  records  and 
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reports  of  special  studies  are  Included 
in  the  record. 

(8)  The  individual  comprehensive 
treatment  plan  is  recorded,  based  on 
an  inventory  of  the  patient’s  strengths 
as  well  as  his  disabilities,  and  includes  a 
substantiated  diagnosis  in  the  terminol¬ 
ogy  of  the  American  Psychiatric  Asso¬ 
ciation’s  Diagnostic  and  Statistical 
Manual,  short-term  and  long-range 
goals,  and  the  specific  treatment  modal¬ 
ities  utilized  as  well  as  the  responsibil¬ 
ities  of  each  member  of  the  treatment 
team  in  such  a  manner  that  it  provides 
adequate  justification  and  documenta¬ 
tion  for  the  diagnoses  and  for  the  treat¬ 
ment  and  rehabilitation  activities  car¬ 
ried  out. 

(9)  The  treatment  received  by  the  pa¬ 
tient  is  documented  in  such  a  manner 
and  with  such  frequency  as  to  assure 
that  all  active  therapeutic  efforts  such 
as  individual  and  group  psychotherapy, 
drug  therapy,  milieu  therapy,  occupa¬ 
tional  therapy,  recreational  therapy,  in¬ 
dustrial  or  work  therapy,  nursing  care 
and  other  therapeutic  interventions  are 
included. 

(10)  Progress  notes  are  recorded  by 
the  physician,  nurse,  social  worker  and, 
when  appropriate,  others  significantly 
involved  in  active  treatment  modalities. 
Their  frequency  is  determined  by  the 
condition  of  the  patient  but  should  be 
recorded  at  least  weekly  for  the  first  2 
months  and  at  least  once  a  month  there¬ 
after  and  should  contain  recommen¬ 
dations  for  revisions  in  the  treatment 
plan  as  indicated  as  well  as  precise  as¬ 
sessment  of  the  patient’s  progress  in  ac¬ 
cordance  with  the  original  or  revised 
treatment  plan. 

(11)  The  discharge  summary  includes 
a  recapitulation  of  the  patient’s  hospi- 
tilization  and  recommendations  from 
appropriate  services  concerning  follow¬ 
up  or  aftercare  as  well  as  a  brief  sum¬ 
mary  of  the  patient’s  condition  on  dis¬ 
charge. 

(12)  The  psychiatric  diagnoses  con¬ 
tained  in  the  final  diagnoses  are  writ¬ 
ten  in  the  terminology  of  the  American 
Psychiatric  Association’s  Diagnostic  and 
Statistical  Manual. 

§  405.1038  Condition  of  participation — 
Special  staff  requiremen'  for  psy¬ 
chiatric  hospitals. 

The  hospital  has  staff  adequate  in 
number  and  qualifications  to  carry  out 
an  active  program  of  treatment  for  indi¬ 
viduals  who  are  furnished  services  in 
the  institution. 

(a)  Standard.  Inpatient  psychiatric 
facilities  (psychiatric  hospitals,  distinct 
parts  of  psychiatric  hospitals  or  inpatient 
components  of  community  mental  health 
centers)  are  staffed  with  the  number  of 
qualified  professional,  technical  and 
supporting  personnel,  and  consultants 
required  to  carry  out  an  intensive  and 
comprehensive  treatment  program  that 
includes  evaluation  of  individual  needs, 
establishment  of  treatment  and  reha¬ 
bilitation  goals,  and  implementation, 
directly  or  by  arrangement,  of  a  broad 
range  therapeutic  program  including,  at 
least,  professional  psychiatric,  medical, 
surgical,  nursing,  social  work,  psycho¬ 


logical  and  activity  therapies  as  required 
to  carry  out  an  individual  treatment 
plan  for  each  patient.  The  factors 
explaining  the  standard  are  as  follows : 

(1)  Qualified  professional,  technical, 
and  consultant  personnel  are  available  to 
evaluate  each  patient  at  the  time  of  ad¬ 
mission,  including  diagnosis  of  any  inter- 
current  disease.  Services  necessary  for 
such  evaluation  include  laboratory,  ra¬ 
diological  and  other  diagnostic  tests,  ob¬ 
taining  psychosocial  data,  carrying  out 
psychiatric  and  psychological  evalua¬ 
tions,  and  completing  a  physical  exami¬ 
nation,  including  a  complete  neurological 
examination  when  indicated,  shortly 
after  admission. 

(2)  The  number  of  qualified  profes¬ 
sional  personnel,  including  consultants 
and  technical  and  supporting  personnel, 
is  adequate  to  assure  representation  of 
the  disciplines  necessary  to  establish 
short-range  and  long-term  goals;  and  to 
plan,  carry  out,  and  periodically  revise 
a  written  individualized  treatment  pro¬ 
gram  for  each  patient  based  on  scientific 
interpretation  of : 

(1)  Degree  of  physical  disability  and 
Indicated  remedial  or  restorative  meas¬ 
ures,  Including  nutrition,  nursing,  physi¬ 
cal  medicine,  and  pharmacological  thera¬ 
peutic  interventions ; 

(ii)  Degree  of  psychological  impair¬ 
ment  and  appropriate  measures  to  be 
taken  to  relieve  treatable  distress  and' to 
compensate  for  nonreverslble  impair¬ 
ments  where  found ; 

(ill)  Capacity  for  social  interaction 
and  appropriate  nursing  measures  and 
milieu  therapy  to  be  undertaken,  includ¬ 
ing  group  living  experiences,  occupa¬ 
tional  and  recreational  therapy,  and 
other  prescribed  rehabilitative  activities 
to  maintain  or  increase  the  individual’s 
capacity  to  manage  activities  of  daily 
living; 

(lv)  Environmental  and  physical  limi¬ 
tations  required  to  safeguard  the  indi¬ 
vidual’s  health  and  safety  with  a  plan  to 
compensate  for  these  deficiencies  and  to 
develop  the  Individual’s  potential  for  re¬ 
turn  to  his  own  home,  a  foster  home,  an 
extended  care  facility,  a  community 
mental  health  center,  or  another  alterna¬ 
tive  facility  to  full-time  hospitalization. 

(b)  Standard.  Inpatient  psychiatric 
services  are  under  the  supervision  of  a 
clinical  director,  service  chief  or  equiva¬ 
lent  who  is  qualified  to  provide  the 
leadership  required  for  an  intensive 
treatment  program,  and  the  number  and 
qualifications  of  physicians  are  adequate 
to  provide  essential  psychiatric  services. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  The  clinical  director,  service  chief 
or  equivalent  is  certified  by  the  American 
Board  of  Psychiatry  and  Neurology,  or 
meets  the  training  and  experience  re¬ 
quirements  for  examination  by  the  Board 
(“Board  eligible”).  In  the  event  the 
psychiatrist  in  charge  of  the  clinical 
program  is  Board  eligible,  there  is  evi¬ 
dence  of  consultation  given  to  the  clini¬ 
cal  program  on  a  continuing  basis  from 
a  psychiatrist  certified  by  the  American 
Board  of  Psychiatry  and  Neurology. 

(2)  The  medical  staff  is  qualified 
legally,  professionally  and  ethically  for 


the  positions  to  which  they  are  ap¬ 
pointed. 

(3)  The  number  of  physicians  is  com¬ 
mensurate  with  the  size  and  scope  of  the 
treatment  program. 

(4)  Residency  training  is  under  the 
direction  of  a  properly  qualified  psychia¬ 
trist. 

(c)  Standard.  Physicians  and  other 
appropriate  professional  personnel  are 
available  at  all  times  to  provide  neces¬ 
sary  medical  and  surgical  diagnostic  and 
treatment  services,  including  specialized 
services.  If  medical  and  surgical  diag¬ 
nostic  and  treatment  services  are  not 
available  within  the  institution,  qualified 
consultants  or  attending  physicians  are 
immediately  available  or  a  satisfactory 
arrangement  has  been  established  for 
transferring  patients  to  a  general  hospi¬ 
tal  certified  under  the  Health  Insurance 
for  the  Aged  Program. 

(d)  Standard.  Nursing  services  are 
under  the  direct  supervision  of  a  regis¬ 
tered  professional  nurse  who  is  qualified 
by  education  and  experience  for  the  posi¬ 
tion;  and  the  number  of  registered  pro¬ 
fessional  nurses,  licensed  practical 
nurses,  and  other  nursing  personnel  are 
adequate  to  formulate  and  carry  out  the 
nursing  components  of  the  individual 
treatment  plan  for  each  patient.  The 
factors  explaining  the  standard  are  as 
follows: 

(1)  The  registered  professional  nurse 
supervising  the  nursing  program  has  a 
master’s  degree  in  psychiatric  or  mental 
health  nursing  or  its  equivalent  from  a 
school  of  nursing  accredited  by  the  Na¬ 
tional  League  for  Nursing,  or  is  qualified 
by  education,  experience  in  the  care  of 
the  mentally  ill,  and  demonstrated  com¬ 
petence  to  participate  in  interdiscipli¬ 
nary  formulation  of  individual  treatment 
plans;  to  give  skilled  nursing  care  and 
therapy;  and  to  direct,  supervise  and 
train  others  who  assist  in  implementing 
and  carrying  out  the  nursing  compo¬ 
nents  of  each  patient’s  treatment  plan. 

(2)  The  staffing  pattern  insures  the 
availability  of  a  registered  professional 
nurse  24  hours  each  day  for  direct  care; 
for  supervising  care  performed  by  other 
nursing  personnel;  and  for  assigning 
nursing  care  activities  not  requiring  the 
services  of  a  professional  nurse  to  other 
nursing  service  personnel  according  to 
the  patient’s  needs  and  the  preparation 
and  competence  of  the  nursing  staff 
available. 

(3)  The  number  of  registered  profes¬ 
sional  nurses,  including  nurse  consul¬ 
tants,  is  adequate  to  formulate  in  writing 
and  assure  that  a  nursing  care  plan  for 
each  patient  is  carried  out. 

(4)  Registered  professional  nurses 
and  other  nursing  personnel  are  pre¬ 
pared  by  continuing  in-service  and  staff 
development  programs  for  active  par¬ 
ticipation  in  interdisciplinary  meetings 
affecting  the  planning  or  implementation 
of  nursing  care  plans  for  patients  in¬ 
cluding  diagnostic  conferences,  treat¬ 
ment  planning  sessions,  and  meetings 
held  to  consider  alternative  facilities  and 
community  resources. 

(e)  Standard.  The  psychological 
services  are  under  the  supervision  of  a 
qualified  psychologist  and  the  psychology 
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staff,  including  consultants,  is  adequate 
in  numbers  and  by  qualifications  to  plan 
and  carry  out  assigned  responsibilities. 
The  factors  explaining  the  standard  are 
as  fellows: 

(1)  The  psychology  department  or 
service  is  under  the  supervision  of  a  psy¬ 
chologist  with  a  doctoral  degree  in  psy¬ 
chology  from  an  American  Psychological 
Association  approved  program  in  clinical 
psychology,  or  its  adjudged  equivalent. 
Where  a  psychologist  who  does  not  hold 
the  doctoral  degree,  directs  the  program, 
he  has  attained  recognition  of  compe¬ 
tency  through  the  American  Board  of 
Examiners  for  Professional  Psychology, 
State  certification  or  licensing,  or 
through  endorsement  by  his  State  psy¬ 
chological  association. 

(2)  Psychologists,  consultants  and 
supporting  personnel  are  adequate  in 
number  and  by  qualifications  to  assist 
in  essential  diagnostic  formulations,  and 
to  participate  in  program  development 
and  evaluation  of  program  effectiveness, 
in  training  and  research  activities,  in 
therapeutic  interventions  such  as  milieu, 
individual  or  group  therapy,  and  in  inter¬ 
disciplinary  conferences  and  meetings 
held  to  establish  diagnoses,  goals,  and 
treatment  programs. 

(f)  Standard.  Social  work  services 
are  under  the  supervision  of  a  qualified 
social  worker,  and  the  social  work  staff 
is  adequate  in  numbers  and  by  qualifica¬ 
tions  to  fulfill  responsibilities  related  to 
the  specific  needs  of  Individual  patients 
and  their  families,  the  development  of 
community  resources,  and  consultation 
to  other  staff  and  community  agencies. 
The  factors  explaining  the  standard  are 
as  follows: 

(1)  The  director  of  the  social  work  de¬ 
partment  or  service  has  a  master’s  degree 
from  an  accredited  school  of  social  work 
and  meets  the  experience  requirements 
for  certification  by  the  National  Associa¬ 
tion  of  Social  Workers. 

(2)  Social  work  staff,  including  other 
social  workers,  consultants  and  other 
assistants  or  case  aides,  is  qualified  and 
numerically  adequate  to  conduct  pre¬ 
hospitalization  studies;  to  provide  psy¬ 
chosocial  data  for  diagnosis  and  treat¬ 
ment  planning,  direct  therapeutic  serv¬ 
ices  to  patients,  patient  groups  or 
families,  to  develop  community  resources, 
including  family  or  foster  care  programs; 
to  conduct  appropriate  social  work  re¬ 
search  and  training  activities;  and  to 
participate  in  interdisciplinary  confer¬ 
ences  and  meetings  concerning  diagnos¬ 
tic  formulation  and  treatment  planning, 
Including  identification  and  utilization 
of  other  facilities  and  alternative  forms 
of  care  and  treatment. 

(g)  Standard.  Qualified  therapists, 
consultants,  volunteers,  assistants  or 
aides  are  sufficient  in  number  to  provide 
comprehensive  therapeutic  activities,  in¬ 
cluding  at  least  occupational,  recrea¬ 
tional  and  physical  therapy,  as  needed,  to 
assure  that  appropriate  treatment  is 
rendered  for  each  patient,  and  to 
establish  and  maintain  a  therapeutic 
milieu.  The  factors  explaining  the 
standard  are  as  follows : 

(1)  Occupational  therapy  services  are 
preferably  under  the  supervision  of  a 


graduate  of  an  occupational  therapy 
program  approved  by  the  Council  on 
Education  of  the  American  Medical  As¬ 
sociation  who  has  passed  or  is  eligible 
for  the  National  Registration  Examina¬ 
tion  of  the  American  Occupational  Ther¬ 
apy  Association.  In  the  absence  of  a 
full-time,  fully  qualified  occupational 
therapist,  an  occupational  therapy  as¬ 
sistant  who  is  certified  by  the  American 
Occupational  Therapy  Association  may 
function  as  the  director  of  the  activities 
program  with  consultation  from  a  fully 
qualified  occupational  therapist. 

(2)  If  the  hospital  has  an  organized 
physical  therapy  department  or  service, 
the  director  is  a  graduate  of  a  physical 
therapy  program  approved  by  the  Ameri¬ 
can  Medical  Association  in  collaboration 
with  the  American  Physical  Therapy  As¬ 
sociation.  In  the  absence  of  a  full-time, 
fully  qualified  physical  therapist,  physi¬ 
cal  therapy  services  are  available  by  ar¬ 
rangement  with  a  certified  local  hospital 
or  by  consultation  or  part-time  services 
furnished  by  a  fully  qualified  physical 
therapist. 

(3)  Recreational  or  activity  therapy 
services  are  available  under  the  direct 
supervision  of  a  member  of  the  staff  who 
has  demonstrated  competence  in  thera¬ 
peutic  recreation  programs. 

(4)  Other  occupational  therapy,  rec¬ 
reational  therapy,  activity  therapy  and 
physical  therapy  assistants  or  aides  are 
directly  responsible  to  qualified  super¬ 
visors  and  are  provided  special  on-the- 
job  training  to  fulfill  assigned  functions. 

(5)  The  total  number  of  occupational, 
recreational  activity  and  rehabilitation 
personnel,  including  consultants,  is  suf¬ 
ficient  to  permit  adequate  representation 
and  participation  in  interdisciplinary 
conferences  and  meetings  affecting  the 
planning  and  implementation  of  activity 
and  rehabilitation  programs,  including 
diagnostic  conferences;  and  to  maintain 
all  daily  scheduled  and  prescribed  activi¬ 
ties  including  maintenance  of  appro¬ 
priate  progress  records  for  individual 
patients. 

(6)  Voluntary  service  workers  are  un¬ 
der  the  direction  of  a  paid  professional 
supervisor  of  volunteers,  are  provided  ap¬ 
propriate  orientation  and  training,  and 
are  available  dally  in  sufficient  numbers 
to  be  of  assistance  to  patients  and  their 
families  in  support  of  therapeutic  activi¬ 
ties. 

§  405.1039  Condition  of  Participation — 
Special  medical  record  requirements 
for  tuberculosis  hospitals. 

The  medical  records  maintained  by  a 
tuberculosis  hospital  permit  determina¬ 
tion  of  the  degree  and  intensity  of  the 
treatment  provided  to  individuals  who 
are  furnished  services  in  the  institution. 

(a)  Standard.  The  record  contains 
reports  on  laboratory  procedures  under¬ 
taken  to  identify  and  characterize  orga¬ 
nisms,  identify  their  drug  susceptibility, 
protect  the  patient  against  potential 
drug  toxicity,  and  measure  pulmonary 
function. 

(b)  Standard.  The  record  contains 
summaries  of  all  scheduled  case  review 
conferences  performed  by  the  hospital 
staff,  Including  as  a  minimum,  sum¬ 


maries  of  case  reviews  performed  upon 
initiation  of  therapy,  within  8  weeks 
after  initiation  of  therapy,  at  least  3 
months  thereafter,  and  prior  to  dis¬ 
charge.  The  factors  explaining  the 
standard  are  as  follows: 

( 1 )  A  case  review  conference  is  a  meet¬ 
ing  of  the  medical  staff  of  the  hospital  at 
which  major  medical  decisions  are  made 
concerning  the  program  of  treatment  for 
each  patient.  Other  professional  staff 
involved  in  the  care  of  the  patient  par¬ 
ticipate  in  the  review. 

(2)  The  summary  of  the  case  review 
conference  includes:  current  diagnosis 
according  to  the  National  Tuberculosis 
Association’s  Diagnostic  Standards  and 
Classification  of  Tuberculosis,  treatment, 
response  to  treatment,  reference  to 
X-ray  and  bacteriological  findings,  any 
special  consultations,  recommended 
schedule  of  future  therapy,  and  prog¬ 
nosis. 

(3)  The  discharge  summary  contains 
a  recapitulation  of  the  significant  find¬ 
ings  and  events  of  the  patient’s  hospitali¬ 
zation  including  a  listing  of  all  drugs 
used  and  the  reason  for  discontinuing 
each,  the  current  diagnoses  and  medical 
status  of  the  patient  on  discharge,  and 
recommendations  for  follow-up  includ¬ 
ing  the  kind  and  duration  of  posthos¬ 
pitalization  chemotherapy. 

(c)  Standard.  Adequate  progress 
notes  contained  in  the  record  Indicate 
response  to  therapy.  The  factors  ex¬ 
plaining  the  standard  are  as  follows; 

(1)  There  is  a  note  on  the  patient’s 
condition,  signed  by  a  physician,  at  least 
once  monthly. 

(2)  Any  change  in  treatment  plan  is 
lndiciated  in  the  progress  notes. 

§  405.1040  Condition  of  participation— 
Special  staff  requirements  for  tuber¬ 
culosis  hospitals. 

The  hospital  has  staff  adequate  In 
number  and  qualifications  to  carry  out 
an  active  program  of  treatment  for  in¬ 
dividuals  who  are  furnished  services  in 
the  Institution. 

(a)  Standard.  There  is  a  full-time 
medical  director  (or  his  equivalent)  who 
has  at  least  3  years  experience  in  chest 
diseases  or  is  Board  eligible  or  Board 
certified  in  internal  medicine,  and  who 
is  well  versed  in  the  various  aspects  of 
tuberculosis.  The  factors  explaining  the 
standard  are  as  follows : 

( 1 )  The  medical  director  is  responsible 
for  the  medical  affairs  in  the  hospital. 
If  he  is  also  responsible  for  the  nonmedi¬ 
cal  affairs  of  the  hospital,  he  has  an  ad¬ 
ministrator  or  business  manager  to  ad¬ 
minister  these  affairs. 

(2)  If  the  medical  director  carries  a 
patient  load  in  addition  to  supervising 
the  conduct  of  medical  affairs  in  the  hos¬ 
pital,  this  additional  responsibility  does 
not  interfere  with  his  duties  as  director. 

(b)  Standard.  There  is  a  sufficient 
number  of  qualified  physicians  on  the 
medical  staff  to  provide  medical  super¬ 
vision  and  active  treatment  for  each 
tuberculosis  patient.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  Physicians  are  legally  qualified 
and  have  the  professional  skills  neces¬ 
sary  to  care  for  tuberculosis  patients. 
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( 2 )  Active  treatment  includes : 

(i)  Initial  evaluation  at  a  staff  case 
review  conference; 

(ii)  A  planned  regimen  of  specific 
antituberculous  measures,  including 
chemotherapy,  designed  to  render  the 
disease  noncommunicable  and  to  im¬ 
prove  the  patient’s  condition  so  that  he 
may  safely  return  to  his  community  for 
continued  supervision  and  treatment; 
and 

(iii)  Periodic  assessment  of  progress 
at  case  review  conferences. 

(3)  It  is  preferable  that  staff  phy¬ 
sicians  be  full-time.  If  full-time  staff 
cannot  be  obtained,  the  services  of  regu¬ 
larly  scheduled  part-time  physicians 
may  be  used  in  order  to  provide  needed 
services.  This  does  not  preclude  the  hos¬ 
pital  from  continuing  efforts  to  obtain 
sufficient  full-time  staff. 

(4)  One  or  more  physicians  are  on 
duty  at  all  times. 

(c)  Standard.  The  services  of  a  tho¬ 
racic  surgeon,  as  a  member  of  the  medi¬ 
cal  team  responsible  for  treating  the 
tuberculosis  patient,  are  available  on  a 
regularly  scheduled  basis  and  for  emer¬ 
gencies.  The  factors  explaining  the 
standard  are  as  follows: 

(1)  The  thoracic  surgeon  is  either 
Board  certified  or  eligible  for  Board  cer¬ 
tification  in  thoracic  surgery. 

(2)  In  addition  to -his  regular  visits 
to  the  hospital  for  examination  of  se¬ 
lected  patients,  he  attends  case  review 
conferences  as  a  member  of  the  medical 
team  responsible  for  the  care  of  the 
tuberculous  patient. 

(3)  He  is  either  on  the  full-time  hos¬ 
pital  staff  or  is  available  under  arrange¬ 
ments  with  the  hospital  to  provide  spe¬ 
cified  consultative  and  surgical  services. 
Necessary  surgical  procedures  may  be 
performed  in  another  hospital. 

(d)  Standard.  Consultative  services 
in  other  medical  and  surgical  specialties 
are  available  to  meet  the  total  medical 
needs  of  the  patients.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  Specialists  in  areas  such  as  urol¬ 
ogy  and  orthopedic  surgery  are  avail¬ 
able  to  assist  the  staff  through  consulta¬ 
tion  and,  if  necessary,  direct  service  in 
handling  complications  of  tuberculosis. 

(2)  Specialists  in  other  fields  are 
available  to  assist  as  necessary  in  the 
treatment  of  additional  medical  disor¬ 
ders  of  the  patients. 


(e)  Standard.  Qualified  personnel 
are  available  to  provide  mental  health 
consultation  and  guidance  to  the  staff, 
and  such  direct  patient  service  as  is  ap¬ 
propriate  to  give  in  the  tuberculosis  hos¬ 
pital.  The  factors  explaining  the  stand¬ 
ard  are  as  follows; 

(1)  If  mental  health  services  are  not 
available  from  hospital  staff,  arrange¬ 
ments  are  made  for  these  services  with 
outside  agencies  or  institutions. 

(2)  Mental  health  consultation  and 
guidance,  including  guidance  with  re¬ 
spect  to  the  alcoholic  patient,  are  pro¬ 
vided  to  the  staff  by  qualified  mental 
health  personnel  such  as  psychiatrist 
and/or  psychologists. 

(3)  Patients  with  severe  mental  dis¬ 
turbances  have  ready  access  to  the  serv¬ 
ices  of  a  qualified  psychiatrist. 

(f)  Standard.  A  staff  person  is  re¬ 
sponsible  for  direction  and  supervision  of 
activities  related  to  the  social  needs  of  all 
patients,  and  to  the  mobilization  and  use 
of  community  resources  to  meet  these 
needs.  The  number  of  professional  per¬ 
sonnel  and  non-professional  social  work 
assistants  is  sufficient  to  meet  the  insti¬ 
tution’s  requirements.  The  factors  ex¬ 
plaining  the  standard  are  as  follows: 

(1)  Preferably,  social  work  direction 
and  supervision  are  by  a  qualified  social 
worker  with  a  master’s  degree  from  an 
accredited  school  of  social  work  and  re¬ 
lated  professional  experience. 

(2)  If  the  hospital  does  not  have  a 
qualified  social  worker  on  the  staff,  ar¬ 
rangements  are  made  with  another  agen¬ 
cy  for  overall  direction  and  continuing 
supervision  of  hospital  social  services  by  a 
qualified  social  worker. 

(3)  The  director  of  the  service  assigns 
responsibilities  related  to  the  specific 
needs  of  individual  patients  to  profes¬ 
sional  social  workers  or  to  nonprofes¬ 
sional  social  work  assistants  according  to 
their  ability  or  training.  Nonprofessional 
social  work  assistants  receive  in-service 
training  to  enable  them  to  perform  as¬ 
signed  functions. 

(4)  A  social  worker  familiar  with  the 
patient’s  social  needs  participates  in  the 
case  review  conference. 

(5)  The  social  service  staff  effectively 
uses  available  community  resources  to 
assist  in  providing  needed  services  to  the 
patient  and  his  family,  and  is  responsible 
for  proper  community  referrals  upon  dis¬ 
charge  from  the  hospital. 


(g)  Standard.  A  staff  person  is  re¬ 
sponsible  for  arranging  for  patients  ap¬ 
propriate  diversionary  and  recreational 
activities  as  an  important  adjunct  to  the 
active  treatment  program.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  Preferably,  these  activities  are  un¬ 
der  the  direction  of  an  occupational 
therapist  who  is  registered  by  the  Ameri¬ 
can  Occupational  Therapy  Association. 

(2)  Assistants,  aides,  or  volunteers 
providing  these  services  are  directly  re¬ 
sponsible  to  a  qualified  person  on  the 
staff  and  are  provided  on-the-job-train¬ 
ing. 

(h)  Standard.  There  is  a  person  with 
major  responsibility  for  liaison  between 
the  hospital  and,  in  the  community  in 
which  the  patient  is  to  be  supervised  and 
treated  upon  discharge,  the  official  health 
agency  responsible  for  tuberculosis  con¬ 
trol  and  any  other  agencies  or  individ¬ 
uals  who  will  be  involved  in  the  patient’s 
treatment  and  follow-up.  The  factors 
explaining  the  standard  are  as  follows: 

(1)  This  person  may  be  an  employee 
of  the  hospital  or  an  employee  of  an  out¬ 
side  health  agency  assigned  to  the  hos¬ 
pital  for  this  purpose. 

(2)  This  person  is  responsible  for  the 
administration  of  a  written  policy  estab¬ 
lishing  effective  lines  of  communication 
between  the  hospital  and  the  official 
health  agency  responsible  for  tuberculo¬ 
sis  control  in  the  community  and  other 
agencies  or  individuals  who  will  be  in¬ 
volved  in  the  patient’s  treatment  and  fol¬ 
low-up. 

(3)  The  policy  includes  procedures 
for: 

(i)  Informing  the  official  health 
agency  of  the  admission  of  the  patient  to 
the  hospital  and  of  the  anticipated  re¬ 
turn  of  the  patient  to  the  community 
either  on  discharge  or  leave  from  the 
hospital. 

(ii)  Assisting  the  local  health  agency 
in  obtaining  information  from  the  pa¬ 
tient  on  sources  of  infection  and  contacts 
that  may  have  public  health  significance. 

(ill)  Transferring  to  the  official  health 
agency  and  any  other  agencies  or  indi¬ 
viduals  involved  in  the  patient’s  treat¬ 
ment  and  follow-up  medical  and  related 
information  as  needed  to  insure  continu¬ 
ity  and  effectiveness  of  medical  care. 

[P.R.  Doc.  00-1592;  Piled,  Peb.  14.  1900; 

8:45  un.]  - 
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